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PART I: 

MEDICARE 

HEW/SSA proposal relating to reimbursement to pro¬ 
viders for depreciation based on asset costs; comments 
by 10-4-76 ._.•. 35197 

EMPLOYMENT TAXES 

Treasury/IRS issues regulations relating to discharge of 
liens and tax liability of third parties paying or providing 
for wages .... . 35174 

COMPREHENSIVE EMPLOYMENT AND TRAINING 

Labor/ETA issues guidelines for review of Title I grant 
applications for FY *77 .. 35245 

AUDIOVISUAL PRODUCTION SERVICES 

OMB issues description of proposed procurement sys¬ 
tem; comments by 10-25-76 .. 35237 

AIR CARRIERS 

CAB amends passenger list filing procedures for One- 
stop-inclusive Tour charters. Travel Group Charters, and 
issues technical amendments (4 documents); effective 

S—20-76. 35158, 35160 

CAB expands definition of “immediate family" for over¬ 
seas military personnel charters; effective 9-20-76 35157 

EMISSIONS MONITORING 

EPA revises rule to allow manufacturers to apply for ap¬ 
proval of alternative procedures or requirements; effec¬ 
tive 8-20-76 .._. 35185 

FOOD ADDITIVES 

HEW/FDA provides for safe use of certain chemicals as 
component of food-packaging adhesives and as optical 
brighteners in certain articles intended to contact food 
(2 documents); effective 8-20-76 .... 35170 

RADIOACTIVE NEW DRUGS AND BIOLOGICS 

HEW/FDA extends time for continued commercial dis¬ 
tribution pending final approval; effective 8-20-76 ..... 35171 

FELLOWSHIP GRANTS 

NFAH/NEA issues guidelines and deadline dates under 


the Literature Program ....... 35233 

FINANCIAL REPORTING 

SEC publishes Staff Accounting Bulletin No. 10 _ .... 35163 

BROKER-DEALERS (SECO) 


SEC adopts fee and assessment schedule for FY 1976 . . 35167 


CONTINUED INSIDE 


























reminders 

(The Item* in this list were editorially compiled a t an aid to Federal Register users. Inclusion or exclusion from this list has no leffai 
itgnlflcance. Since this list Is Intended as a reminder, it does not Include effective dates that occur within 14 days of publication.) 


Rules Going Into Effect Today 


FRS—Securities credit by persons other 
than banks, brokers and dealers; regis¬ 
tration, termination of registration, and 
reporting requirements. 30007; 

7-21-76 


List of Public Laws 


Note: No public bills which have become 
law were received by the Office of the Federal 
Register for inclusion In today's List or 
Public Laws. 


AGENCY PUBLICATION ON ASSIGNED DAYS OF THE WEEK 

The six-month trial period ended August 6. The program is being continued on a voluntary basis (see OFR 
notice, 41 FR 32914, August 6, 1976). The following agencies have agreed to remain in the program: 


Monday Tuesday 

Wednesday 

Thursday 

Friday 

NRC 

USDA/ASCS 


NRC 

USDA/ASCS 

DOT/COAST GUARD 

| USDA/APHIS 


DOT/COAST GUARD 

USDA/APHIS 

DOT/NHTSA 

USDA/FNS 


DOT/NHTSA 

USDA/FNS 

DOT/FAA 

USDA/REA 

, 

DOT/FAA 

USDA/REA 

DOT/OHMO 

CSC 


DOT/OHMO 

CSC 

DOT/OPSO 

1 LABOR 


DOT/OPSO 

LABOR 


Documents normally scheduled bn a day that will be a Federal holiday will be published the next work day 
following the holiday. 

Comments on this program are still invited. Comments should be submitted to the Day-of-the-Week Program 
Coordinator, National Archives and Records Service, General Services Administration, Washington, D.C. 20408. 


ATTENTION: Questions, corrections, or requests for information regarding the contents of this issue only may 
be made by dialing 202-523-5286. For information on obtaining extra copies, please call 202-523-5240. 

To obtain advance information from recorded highlights of selected documents to appear in the next issue, 
dial 202-523-5022. 




Published daily. Monday through Friday (no publication on Saturdays, Sundays, or on official Federal 
holidays), by the Office of the Federal Register, National Archives and Records Service. General Services 
Administration, Washington. D.C. 20408, under the Federal Register Act (49 Stat. 600, os amended: 44 U.S.C. 
Ch. 15) and the regulations of the Administrative Committee of the Federal Register (1 CFR Ch. I). Distributee 
is made only by the Superintendent of Documents, U.S. Government Printing Office, Washington, D.C. 20402. 


The Federal Register provides a uniform system for making available to the public regulations and legal notices Issued 
by Federal agencies. These Include Presidential proclamations and Executive orders and Federal agency documents having 
general applicability and legal effect, documents required to be published by Act of Congress and other Federal agency 
documents of public Interest. Documents are on file for public Inspection In the Office of the Federal Register the day before 
they are published, unless earlier filing is requested by the issuing agency. 


The Federal Register will be furnished by mail to subscribers, free of postage, for $5.00 per month or $50 per year, payable 
in advance. The charge for individual copies Is 75 cents for each issue, or 75 cents for each group of pages as actually bound. 
Remit check or money order, made payable to the Superintendent of Documents, UJ3. Government Printing Office, Washington. 
D.C. 20402. 


There are no restrictions on the republication of material appearing in the Federal Register. 
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HIGHLIGHTS—Continued 


TEMPORARY FOREIGN AGRICULTURAL LABOR 

Labor/ETA revises regulations applicable to importation 
of aliens and sets wage rates; effective 9-20-76 . 35169 

PRIVACY ACT OF 1974 

The following agencies issue documents on implementa¬ 
tion: 

Commerce Department. . 35205 

Railroad Retirement Board..— ... y . 35235 


MEETINGS— 

Citizens' Advisory Committee on Environmental 


Oualitv 9-24-76 . 


35209 

CRC: Advisory Committees: 

Kansas, 9—25—76 ... 


35209 

Massachusetts, 9—23—76 .. 


35209 

Montana, 9—25—76. .. . 


35209 

New York, 9—17 and 9—18—76 ___ 


35210 

Oklahoma. 9-11-76 . 


35210 

D0D/AF: Tactical .Electronic Warfare Committee, 
Scientific Advisory Board, 9-15 and 9-16-76 

35201 


Army: Armed Forces Institute of Pathology, Scien¬ 
tific Advisory Board, 9-16 and 9-17-76. 35201 

Chief of Engineers Environmental Advisory Board, 


9-9-76 ... ... 35201 

Economic Opportunity National Advisory Council, 

9-17-76 ._.. 35233 

Education of Disadvantaged Children National Ad¬ 
visory Council, 9-10 and 9-11-76 __ ... 35233 

HEW: Education Statistics Advisory Council, 9-14-76.. 35208 
NIH: Allergy and Immunology Subcommittee of the 
National Advisory Allergy and Infectious Diseases 
Council, 9-29-76 ......- 35206 


Blood Diseases and Resources Advisory Commit¬ 
tee, 11-8 and 11-9-76. 35208 

Dental Research National Advisory Council, 

10-4 and 10-5-76 . ... 35206 

General Medical Sciences National Advisory 

Council, 10-6 and 10-7-76 . 35207 

National Arthritis. Metabolism, and Digestive 
Diseases Advisory Council, 9-15 through 

9- 17-76 . .... . 35206 

National Heart, Lung, and Blood Institute Board 

of Scientific Counselors, 11-5 and 11-6-76. 35207 

Neurological Disorders Program-Project Review 
A and B Committee, 10-14 through 

10- 16-76 . 35207 

SEC: Report Coordinating Group (Advisory), 9-16-76 35239 

Wage and Price Stability Council and National Center 

for Productivity and Quality of Working Life, 

9-8-76 ..... . 35213 

CANCELLED MEETING— 

CRC: Michigan Advisory Committee, 8-20-76. 35209 

PART II: 

MEDICAL DEVICES 

HEW/FDA proposes procedures and conditions for ex¬ 
emptions to permit investigational studies concerning 
safety and effectiveness (2 documents); comments by 
10-19-76 ...... 35281 

PART III: 

MINIMUM WAGES 

Labor/ESA general wage determinations for Federal and 
federally assisted construction . 35315 


contents 


AGRICULTURAL MARKETING SERVICE 

Rules 

Lemons grown in Calif, and Ariz. 35156 

Proposed Rules 

Lemons grown in Calif, and Ariz- 35187 

Milk marketing orders: 

Ohio Valley area _ 35194 

Upper Florida, Tampa Bay and 
Southeastern Florida area _ 35187 

AGRICULTURE DEPARTMENT 

See Agricultural Marketing Serv¬ 
ice: Animal and Plant Health 
Inspection Service; Farmers 
Home Administration; Forest 
Service; Rural Electrification 
Administration. 

AIR force department 

Notices 

Meetings: 

U8AF Scientific Advisory Board. 35201 

animal and plant health 
INSPECTION service 

Rules 

Livestock and poultry Quarantine; 

Hog cholera _ _35156 


ARMY DEPARTMENT 

Notices 

Meetings: 

Armed Forces Institute of Path¬ 
ology's Scientific Advisory 


Board...— 35201 

Chief of Engineers Environ¬ 
mental Advisory Board_ 35201 


ARTS AND HUMANITIES, NATIONAL 
FOUNDATION 

Notices 

Grants, guidelines for: 

Literature Program _ 35233 

BLIND AND OTHER SEVERELY 
HANDICAPPED, COMMITTEE FOR 
PURCHASE FROM 

Notices 

Procurement list 1976; additions 
and deletions (2 documents)— 35210 

CITIZENS' ADVISORY COMMITTEE ON 
ENVIRONMENTAL QUALITY 

Notices 

Meeting _ 35209 


CIVIL AERONAUTICS BOARD 
Rules 


Charters: 

Inclusive tour_35160 

One-stop inclusive tour; passen¬ 
ger list filing procedures_35160 

Overseas military personnel; ex¬ 
pansion of definition of '‘im¬ 
mediate family”_35157 

Study group by direct air car¬ 
riers and study group char¬ 
terers _ 35160 

Travel group; passenger list fil¬ 
ing procedures_35158 


Notices 

Hearings , etc.: 

Garuda Indonesian Airways.— 35209 

CIVIL RIGHTS COMMISSION 
Notices 

Meetings, State Advisory Commit¬ 


tees: 

Kansas_ 35209 

Massachusetts _ 35209 

Michigan, cancellation_ 35209 

Montana _ 35209 

New York_ 35210 

Oklahoma_ 35210 
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CONTENTS 


CIVIL SERVICE COMMISSION 


Rules 

Excepted service: 

Defense Department-35155 

Health, Education, and Welfare 

Department _35155 

State Department-35155 

Transportation Department_35155 


Notices 

Noncareer executive assignments: 
Agriculture Department (3 doc¬ 
uments) __ 35210 

COMMERCE DEPARTMENT 

See also Domestic and Interna¬ 
tional Business Administration. 

Notices 

Privacy Act; consolidated system 
of records- 35205 

DEFENSE DEPARTMENT 

See Air Force Department; Army 
Department. 

DOMESTIC AND INTERNATIONAL 
BUSINESS ADMINISTRATION 

Notices 

Scientific articles: duty free entry; 


Cornell University- 35204 

Stanford University- 35204 

ECONOMIC OPPORTUNITY, 

NATIONAL ADVISORY COUNCIL 

Notices 

Meeting _ 35233 

EDUCATION OF DISADVANTAGED CHIL¬ 
DREN, NATIONAL ADVISORY COUNCIL 

Notices 

Meeting_ r --- 35233 


EMPLOYEE BENEFITS SECURITY OFFICE 
Notices 

Employee benefit plans: proposed 
alternative method of compli¬ 
ance _ 35243 

EMPLOYMENT AND TRAINING 
ADMINISTRATION 

Rules 

Temporary foreign agricultural 


labor; wage rates_35169 

Notices 

CETA Title I grant application re¬ 
view guidelines- 35245 


Employment transfer and business 
competition determinations; fi¬ 
nancial assistance applications. 35254 
Unemployment compensation, 
emergency: 

Federal supplemental benefits; 
ending periods: 


Minnesota _ 35255 

Utah .. 35255 


EMPLOYMENT STANDARDS 
ADMINISTRATION 

Notices 

Minimum wages for Federal and 
federally assisted construction; 
general wage determination 
decisions, modifications, and su¬ 
persedeas decisions_ 35316 


ENVIRONMENTAL PROTECTION AGENCY 
Rules 

Air pullution; standards of per¬ 
formance for new stationary 
sources: 

Emission monitoring require¬ 
ments; revision _ 35185 

Air quality implementation plans: 

Georgia _ 35184 

\ 

Notices 

Food additive petitions: 

Monsanto Agricultural Products 

Co. (2 documents).—. 35216 

Pesticide applicator certification; 

State plans: 

New Mexico _ 35214 

Pesticide chemicals, etc.; peti¬ 
tions: 

Nalco Chemical Co - 35216 

Pesticides; specific exemptions and 
experimental use permits: 

Corns of Engineers; 2,4-D on 

alii gat orweed _ 35215 

Water pollution control: effluent 

standards for toxic pollutants; 

availability of reports _ 35217 

ENVIRONMENTAL QUALITY COUNCIL 


Disaster areas: 

Wisconsin_ 35203 

FEDERAL DEPOSIT INSURANCE 
CORPORATION 

Rules 

Procedure and rules of practice: 
Reconsideration of denied appli¬ 
cations, petitions, or requests. 35157 

FEDERAL INSURANCE ADMINISTRATION 
Rules 

Rood insurance program, Na¬ 
tional : 

Special hazard areas; map cor¬ 
rection (14 documents)_35171- 

35174 

FEDERAL MARITIME COMMISSION 
Notices 

Freight forwarder licenses: 

Knopf Shipping Co. # Inc__l- 35217 


Kentucky Utilities Co - 35223 

Lawrenceburg Gas Transmis¬ 
sion Corp- 35230 

Louisiana-Nevada Transit Co.. 35231 

Michigan Power Co- 35223 

Michigan Wisconsin Pipe Line 

Co._ 35225 

Mississippi River Transmission 

Corp. _ 35224 

Minnesota Power and Light Co. 

(2 documents) - 35225 

Monongahela Power Co _ 35225 

Natural Gas Pipeline Co - 35231 

Natural Gas Pipeline Company 

of America _ 35226 

Pennsylvania Power & Light 

Co _ 35227 

Southern Indiana Gas and Elec¬ 
tric Co _ 35227 

Southern Natural Gas Co., et 

al . . 35228 

Southwest Gas Corp- 35228 

Tennessee Gas Pipeline Co - 35228 

Texas Eastern • Transmission 

Corp.. _ 35231 

Transcontinental Gas Pipe Line 

Corp. _-_ 35228 

United Gas Pipe Line Co _ 35229 

Utah Gas Service Co _ 35229 


FOOD AND DRUG ADMINISTRATION 
Rules 


Food additives: 

Adhesives-35170 

Olefin polymers-35170 

New drugs: 

Radioactive drugs and radioac¬ 
tive biologies; extension of 
time for continued com¬ 
mercial distribution-35171 

Proposed Rules 

Medical devices; proposed investi¬ 
gational device exemptions (2 
documents)- 35282 


FOREST SERVICE 
Notices 

Environmental statements; avail¬ 
ability, etc.: 

West Kootenai Planning Unit, 

Mont.. 35203 


FEDERAL POWER COMMISSION 
Notices 

Natural gas companies: 

Jurisdictional sales, rates- 35229 

Hearings, etc.: 

Cities Service Gas Co- 35217 

Distrlgas Corp. and Distrigas 

of Massachusetts- 35217 

Duke Power Co.- 35218 

Equitable Gas Co- 35218 

Essex Co., et al-35219 

Hatch. Edwin I_ 35218 

Illinois Municipal Utilities As¬ 
sociation, et al- 35221✓ 

Kansas City Power & Light Co.. 35222 

Kansas Gas and Electric Co- 35230 

Kansas-Nebraska Natural Gas 
Co.. Inc_ 35222 


GENERAL ACCOUNTING OFFICE 
Rules 

% 

General procedures: 

Recognition of attorneys and 
other representatives -3ol5.*> 

Notices 

Regulatory reports review; pro- 
postils, approvals, etc -35.o- 

GENERAL SERVICES ADMINISTRATION 
Notices 

Edward A. Garmatz Federal Build- 

ing; sculpture --—— 

Maryland Public Service Commis¬ 
sion and Potomac Electric Power 


rv» • rate increase- 


35232 


Notices 

Environmental statements; avail¬ 
ability, etc. (2 documents) — 35211 

35213 

FARMERS HOME ADMINISTRATION 

Notices 


FEDERAL RESERVE SYSTEM 
Notices 

Applications, etc.: 

Bank Land Co_ 35231 

Texarkana National Banc- 
shares, Inc- 35232 


Iv 
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CONTENTS 


GEOLOGICAL SURVEY 
Notices 

Geothermal resources areas; oper¬ 
ations, etc.: 

California _ 35202 

HEALTH, EDUCATION, AND WELFARE 
DEPARTMENT 

See also Food and Drug Adminis¬ 
tration: National Institutes of 
Health; Social Security Admin¬ 
istration. 

Notices 

Meetings: 

Education Statistics Advisory 
Council _ 35208 

HOUSING AND URBAN DEVELOPMENT 
DEPARTMENT 

See Federal Insurance Adminis¬ 
tration; Interstate Land Sales 
Registration Office. 

INTERIOR DEPARTMENT 

See Geological Survey; Land 
Management Bureau; National 
Park Service. 

INTERNAL REVENUE SERVICE 

Rules 

Employment taxes: 

Discharge of liens; liability of 
third parties paying or pro¬ 
viding for wages _ 35174 

INTERSTATE COMMERCE COMMISSION 

Notices 

Abandonment of railroad services, 
etc.: 

Kansas City Southern Railway 


Co.. 35261 

Hearing assignments_ 35261 

Motor carriers: 

Temporary authority applica¬ 
tions . 35261 


INTERSTATE LAND SALES 
REGISTRATION OFFICE 

Notices 

Land developers; Investigatory 
hearings, orders of suspen¬ 
sion, etc.: 

Willow Valley (Mobile Home) 


Estates. 35208 

Woodhaven Lakes.. 35208 

JUSTICE DEPARTMENT 

Rules 

Organization and functions: 

Parole Commission_35183 


labor department 

See also Employee Benefits Secu¬ 
rity Office; Employment and 
Training Administration; Em¬ 
ployment Standards Adminis¬ 
tration; Occupational Safety 
&nd Health Administration. 

Rules 

Procurement: 

Board of Contract Appeals; 
composition of __ 35186 


Notices 

Honey; adjustment assistance 
determination _ 35257 

Adjustment assistance: 

Bethelehem Steel Corp _ 35256 

Modulus Corp _ 35257 

Nyanza, Inc _ 35257 

Richmond Screw Anchor Co_. . 35258 
Titanium Pigments Division, 

NX. Industries, Inc _ 35258 

Torrington Co _ 35259 

United Tool & Die, Inc. .. 35260 

Wilkinson and Son, Inc _ 35260 

LAND MANAGEMENT BUREAU 

Notices 

Authority delegations: 

Montana State Director _ 35201 


MANAGEMENT AND BUDGET OFFICE 

Notices 

Audiovisual production services; 
procurement_ 35237 

Socio-economic programs; recom¬ 
mendations _ 35237 

NATIONAL INSTITUTES OF HEALTH 

Notices 

Meetings: 

Allergy and Infectious Diseases 

Council_ 35206 

Arthritis, Metabolism, and Di¬ 
gestive Diseases Advisory 

Council_ 35206 

Blood Diseases and Resources 

Advisory Council_ 35208 

Cancer Institutional Fellowship 
Temporary Review Commit¬ 
tee -. 35206 

Dental Research National Advi¬ 
sory Council_ 35206 

General Medical Sciences Advi¬ 
sory Council_ 35207 

Neurological Disorders Pro¬ 
gram—Project Review Com¬ 
mittees A and B <2 docu¬ 
ments) _ 35207 

Scientific Counselors Board_ 35207 

NATIONAL PARK SERVICE 

Notices 

Authority delegations: 

Denver Service Center, Man¬ 


ager _ 35202 

Harpers Ferry Center, Manager. 35202 
National Capital Parks, Direc¬ 
tor _ 35202 

Regional Directors_ 35203 


OCCUPATIONAL SAFETY AND HEALTH 

ADMINISTRATION 

Rules 

Health and safety standards: 

Carcinogens and exposure to 4.4' 
methylene bis (2 - chloro- 
aniline) ..35184 

Proposed Rules 

Environmental statements; avail¬ 
ability, etc.: 

Coke oven emissions, exposure.. 35200 


PRODUCTIVITY AND QUALITY OF WORK¬ 
ING LIFE, NATIONAL CENTER 

Notices 

Cross reference_ 35233 

RAILROAD RETIREMENT BOARD 

Notices 

Privacy Act of 1974; routine uses.. 35238 

RURAL ELECTRIFICATION 
ADMINISTRATION 

Notices 

Environmental statements; avail¬ 
ability, etc.: 

Sunflower Electric Cooperative, 

Inc_ 

Tri-County Electric Association, 

Inc. _ 35204 

Loan guarantees proposed: 

Tri-State Generation and 
Transmission Association, 

Inc_ 35203 

SECURITIES AND EXCHANGE 
COMMISSION 

Rules 

Interpretative releases: 

Staff accounting bulletins No. 

10_ 35163 

Securities Act: 

SECO fees and assessments; 
modification of_35167 

Notices 

Meetings 

Report Coordinating Group.... 35239 

Hearings , etc.: 

Chicago Board Options Ex¬ 
change. Inc_ 35239 

Consolidated Natural Gas Co_ 35239 

Equitable Variable Life Insur¬ 
ance Co., et al_ 35240 

Middle South Utilities. Inc. and 
Arkansas Power and Light 

Co - 35241 

Midwest Stock Exchange, Inc. <3 

documents)_ 35241, 35242 

Philadelphia Stock Exchange, 

Inc- 35242 

Trinwall Cash Reserves, Inc_ 35242 

SOCIAL SECURITY ADMINISTRATION 

Proposed Rules 

Aged and disabled, health insur¬ 
ance for: 

Reimbursement for provider 
costs; depreciation; allowance 
based on asset costs_35197 

TREASURY DEPARTMENT 

See Internal Revenue Service. 

WAGE AND PRICE STABILITY 
COUNCIL 

Notices 

Meetings: 

Study of Federal Regulation of 
Steel Industry_ 35213 
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list of cfr ports affected in this issue 


The following numerical guide is a list of the parts of each title of the Code of Federal Regulations affected by documents published in today's 
issue. A cumulative list of parts affected, covering the current month to date, follows beginning with the second issue of the month. 

A Cumulative List of CFR Sections Affected is published separately at the end of each month. The guide lists the parts and sections affected 
by documents published since the revision date of each title. 


4 CFR 

1. 35155 

5 CFR 

213 (4 documents) - 35155 

7 CFR 

910 __- 35156 

Proposed Rules: 

910 _ 35187 

1006 _-_ 35187 

1012 _ 35187 

1013 . 35187 

1033 . 35194 

9 CFR 

76 . 35156 

12 CFR 

303 . 35156 


14 CFR 

372 _ 35157 

372a _ 35158 

373 _ 35160 

378 _ 35160 

378a _ 35160 

17 CFR 

211 _ 35163 

240 _ 35167 

249 _ 35167 

20 CFR 

602 _ 35169 

Proposed Rules: 

405 ..— 35197 

21 CFR 

121 (2 documents) - 35170 

310 _ 35171 

Proposed Rules: 

4 _ 35282 

6 _ 35282 

801 _ 35282 

812 ____- 35282 


24 CFR 

1920 (14 documents).. 

_ 35171-35174 

26 CFR 

31_ 

__'35174 

301_ . 

__35174 

28 CFR 

0_ 

_ 35183 

29 CFR 

1910_ 

Proposed Rules: 

__35185 

1910_ 

.. 35200 

40 CFR 

52 

_ _35184 

60_ 

_ 35184 

41 CFR 

29-60_ 

_ 35186 


"THE FEDERAL REGISTER—WHAT IT 
IS AND HOW TO USE IT" 

Weekly Briefings at the Office of the 
Federal Register 

(For Details, See 41 FR 22997, June 8, 1976) 
RESERVATIONS: JANET SOREY, 523-5282 


Tl 
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CUMULATIVE LIST OF PARTS AFFECTED DURING AUGUST 

The following numerical guide is a list of parts of each title of the Code of 
Federal Regulations affected by documents published to date during August. 


1 CFR 


7 CFR—Continued 


7 CFR—Continued 


Proposed Rules: 

18. 32861 


3 CFR 


Proclamations: 


3279 (See EO 11930) .— 32399 

Executive Orders: 

October 14, 1911 (Revoked in part 

by PLO 5598) ..—.— 34035 

October 19, 1911 (Revoked in part 

by PLO 5598) . 34035 

April 16, 1912 (Revoked in part by 

PLO 5598). 34035 

October 27, 1914 (Revoked in part 

by PLO 5598) . 34035 

6276 (Revoked in part by PLO 

5596)_ 33267 

11652 (See EO 11932) . 32691 

11790 (See EO 11930) . ... 32399 

11814 (See EO 11930) ._ 32399 

11912 (See EO 11930) . 32399 

11930 _ 32399 

11931 . 32689 

11932 _ 32691 

Directives: 

May 17, 1972 (Amended by Direc¬ 
tive of July 30. 1976) . 32693 

July 30, 1976 . 32693 

Memorandums: 

July 19, 1976 . 32403 


4 CFR 

1 . 35155 

5 CFR 

213- 32892, 33545, 34246, 34731, 35155 

591-- 32892 


7 CFR 

35. 

52. 

103_ 

105 _ 

106 _ 

108.... 

Ill_ 

220 _ 

235_ 

271.. ..; 

331.. . 

409.. . 

722.. 

790.. . 

791.. ~ 
905. 

908.. ” 

910.. 

®15_ 

916. 

917_~ 

926 .. .: 

944.. .: 

947.. ..' 

9e 2..r: 

989 .. .: 

1012 .. : 


. 32877 

. 82222,34751 

. 34005 

. 34005 

. 34005 

. 34006 

--. 34006 

. 32405, 34757 

. 32405 

. 34760 

. 32229, 32409 

. 34973 

-.-.— 32878 

- 34247 

. 34247 

_......._...._ 34248 

32229,32695,34006,35053 

. 32878, 34248, 35156 

. 34973 

. 32410 

.32410-32411,34762 

. 34007 

.-. 34762 

.-. 32230, 32695 

. 34974 

. 32412 

. 32417 


1099__ 

1124. 

1421... 

1430. 

1472.... 

1701. 

1806_ 

1821... 

1822—__ 

1831_ 

1861... 

1871 ..... 

1872 . 

1890c.... 

1901—.. 

1955... 

Proposed Rules : 

16... 

47_ 

51_ 

909 _ 

910 ... 

911 .. 

919.. .. 

926... 

927. 

930__ 

931.. 

946.. 

953.. .. 

981. 

991.. 

993..— 

1004_ 

1006.. 

1007.. 

1011_ 

1012.. 

1013.. 

1030.. . 

1032.. . 

1033. 

1046.. 

1049.. 

1050. 

1062.. 

1063 .. 

1064 . 

1065 . 

1068.. 

1070.. 

1071. 

1073.. 

1076.. 

1078 . 

1079 . 

1090. 

1094.. 

1096 _ 

1097 . 

1098 .. 

1099... 

1101. 

1102.. 

1104.. 

1106.. 

1108... 

1120... 

1124_ 

1126.. 


. 32575 

_ 32418 

_ 32879 

_ 32881 

_ 34248 

_ 33546 

. 34571 

_ 32575 

34577, 34578 
32575, 32697 

_ 32576 

_ 32576 

32577, 32578 

_ 32578 

_ 34583 

_ 32697 


34777,34977,35072 

.. 32231 

. 32896 

.. 32234 

. 33922, 35187 

.. 34049 

. 32234 

. 34647 

. 34050 

. 32606 

.- 32757 

.- 32758 

.. 34766 

..— 34647 

.. 34648 

.. 33275 

.. 34282 

.. 35187 

- 33275 

_33275, 34444 

..- 35187 

- 35187 

- 33275 

.. 33275 

- 34444, 35194 

— . 33275 

. 33275 

.- 33275 

- 33275 

. 33275 

. 33275 

- 33275 

- 33275 

. 33275 

. 33275 

. 33275 

. 33275 

. 33275 

. 33275 

- 33275. 34444 

. 33275 

. 33275 

— . 33275 

. 33275 

— . 33275 

-33275, 34444 

- 33275 

. 33275 

. 33275 

- 33275 

- 33275 

- 34286 

33275 


Proposed Rules— Continued 
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rules and regulations 


This section of the FEDERAL REGISTER contains regulatory documents having general applicability and legal effect most of which are 
keyed to and codified in the Code of Federal Regulations, which is published under 50 titles pursuant to 44 U.S.C. 1510. 

The Code of Federal Regulations is sold by the Superintendent of Documents. Prices of new books are listed in the first FEDERAL 
REGISTER Issue of each month. 


Title 4—Accounts 

CHAPTER I—GENERAL ACCOUNTING 
OFFICE 

SUBCIIAPTER A—GENERAL PROCEDURES 

PART 1—RECOGNITION OF ATTORNEYS 
AND OTHER REPRESENTATIVES 

The regulations governing the recog¬ 
nition of persons representing others be¬ 
fore the General Accounting Office are 
being revised to eliminate the x registration 
committee and the complaint proceed¬ 
ings. Specific procedures are prescribed 
for revocation of representations. 

Part 1 is revised to read as follows : 

Sec. 

1.1 Right to representation before the Gen¬ 

eral Accounting Office. 

1.2 Practice by attorneys. 

1.3 Authority to- represent in payment 

cases. 

1.4 Authority to represent in other cases. 

1.5 Revocation of authority to represent. 
Authority: Sec. 311, 42 Stat. 25, as 

amended; (31 US.C. 52) 

§ 1.1 Right to representation before the 
General Accounting Office. 

Each person having a claim or other 
rights assertable in the General Account¬ 
ing Office may pursue such claim or right 
individually or through an attorney or 
other representative. 

§ 1*2 Practice by attorneys. 

Any person who is a member in good 
standing of the bar of the Supreme 
Court of the United States or of the high¬ 
est court of any State, territory, or the 
District of Columbia, and is not under 
any order of any court suspending, en¬ 
joining, restraining, disbarring, or other¬ 
wise restricting him in the practice of 
law, may represent others before the 
General Accounting Office. 

9 1.3 Authority to represent in payment 

eases* 

In the prosecution of claims involving 
Payments to be made by the United 
States, a proper power of attorney is re¬ 
quired before an attorney or other rep¬ 
resentative may be recognized. A power 
j>f attorney from the principal may also 
ue requested in other cases. 

§ 1*4 Authority to represent in other 

cn*c*. 

an attorney acting in a repre- 
entative capacity appears in person or 
signs a document submitted to the Gen¬ 
eral Accounting Office in connection with 
a matter other than one involving a pay¬ 
ment to be made by the United States, 
ls P ers onal appearance or signature 
^ball constitute a representation that he 
•^authorized and qualified to represent 
ne particular party in whose behalf he 


acts. In the case of representatives other 
than attorneys, a simple written decla¬ 
ration from the principal will be accepted 
as evidence of the authority of the rep¬ 
resentative to act on behalf of the 
principal. 

§ 1.5 Revocation of authority to repre¬ 
sent. 

Prior to the conclusion of action by 
the General Accounting Office on a mat¬ 
ter in which a principal is represented by 
another person whose authority to act 
is established under either § 1.3 or § 1.4, 
the principal may revoke the authority 
of his representative. Such revocation is 
not effective unless it is in writing and 
signed by the principal and until the 
written revocation is received by the 
General Accounting Office. Upon notifi¬ 
cation of the death of the principal dur¬ 
ing the pendency of any matter involving 
representation of the principal by an 
attorney or other party, the General Ac¬ 
counting Office will consider the repre¬ 
sentative's authority to have been auto¬ 
matically revoked. 

Elmer B. Staats, 
Comptroller General 
of the United States. 

IFR Doc.76-24465 Filed 8-19-76;8:45 ami 


Title 5—Administrative Personnel 
CHAPTER I—CIVIL SERVICE COMMISSION 
PART 213—EXCEPTED SERVICE 
Department of Defense 

Section 213.3306 is amended to reflect 
a title change from one Confidential As¬ 
sistant to the Special Assistant to the 
Secretary, to one Staff Assistant to the 
Special Assistant to the Secretary. 

Effective on August 20, 1976, § 213.3306 
(a) (69) is amended as set out below: 

§ 213.3306 Department of Defense. 

(a) Office of the Secretary. • • • 

(69) One Staff Assistant to the Special 
Assistant to the Secretary. 

(5 U.S.C. 3301, 3302; EO 10677, 3 CFR 1054- 
1958 Comp., p. 218.) 

United States Civil Serv¬ 
ice Commission, 

James C. Spry, 

Executive Assistant 
to the Commissioners. 
|FR Doc.76 24468 Filed 8-19-76;8:45 am) 


PART 213—EXCEPTED SERVICE 

Department of Health, Education, and 
Welfare 

Section 2133316 is amended to show 
that one position of Assistant to the 
Secretary is excepted under Schedule C. 


Effective on August 20, 1976, § 213.3316 
(a) (13) is amended as set out below: 

§ 213.3316 Department of Health, Edu¬ 
cation. and Welfare. 

(a) Office of the Secretary. • • * 
(13) Five Assistants to the Secretary. 

(5 U.8.C. 3301, 3302; E.O. 10577, 3 CFR 1954- 
1958 Comp., p. 218) 

United States Civil Serv¬ 
ice Commission 
James C. Spry, 

Executive Assistant 
to the Commissioners. 

IFR Doc.76 24166 FUed 8-19-76;8:46 am| 


PART 213—EXCEPTED SERVICE 
Department of State 

Section 213.3304 is amended to show 
that one position of Secretary (Stenog¬ 
raphy) to the Chief of Protocol is ex¬ 
cepted under Schedule C. 

Effective on August 20, 1976, § 213.3304 
(a) (23) is added as set out below: 

§ 213.3304 Department of State. 

(a) Office of the Secretary. • • • 

(23) One Secretary (Stenography) to 
the Chief of Protocol. 

(5 U.S.C. 3301, 3302; EO 10677. 3 CFR 1954- 
1958 Comp., p. 218) 

United States Civil Serv¬ 
ice Commission, 

James C. Spry, 

Executive Assistant 
to the Commissioners. 

|FR Doc.76 24457 Filed 8-19-76:8:45 am| 


PART 213—EXCEPTED SERVICE 
Department of Transportation 

Section 213.3394 is amended to show 
that one position of Private Secretary to 
the Chief Counsel ls excepted under 
Schedule C. 

Effective on August 20, 1976, S 213.3394 
(h)(4) is added as set out below: 

§213.3394 Department of Transporta¬ 
tion. 


(h) Federal Aviation Administration. 

• • • 

(4) One Private Secretary to the Chief 
Counsel. 

(6 US.C. 3301. 3302; EO 10577, 3 CFR 1954- 
1958 Comp., p. 218) 

United States Civil Serv¬ 
ice Commission, 

James C. Spry, 

Executive Assistant 
to the Commissioners. 
IFR Doc.76-24459 Piled 0-19-76:8:45 am] 
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RULES AND REGULATIONS 


l 


Title 7—Agriculture 

CHAPTER IX—AGRICULTURAL MARKET¬ 
ING SERVICE (MARKETING AGREE¬ 
MENTS AND ORDERS; FRUITS, VEGE¬ 
TABLES, NUTS), DEPARTMENT OF 
AGRICULTURE 

(Lemon Reg. 531 

PART 910—LEMONS GROWN IN 
CALIFORNIA AND ARIZONA 

Limitation of Handling 

Tills regulation fixes the quantity of 
California-Arizona lemons that may be 
shipped to fresh market during the week¬ 
ly regulation period August 22-28, 1976. 
It is issued pursuant to the Agricultural 
Marketing Agreement Act of 1937, as 
amended, and Marketing Order No. 910. 
The quantity of lemons so fixed was ar¬ 
rived at after consideration of the total 
available supply of lemons, the quantity 
of lemons currently available for market, 
the fresh market demand for lemons, 
lemon prices, and the relationship of 
season average returns to the parity price 
for lemons. 

§ 910.353 f^nion Regulation 53. 

(a) Findings. (1) Pursuant to the mar¬ 
keting agreement, as amended, and Order 
No. 910. as amended (7 CFR Fart 910), 
regulating the handling of lemons grown 
in California and Arizona, effective under 
the applicable provisions of the Agricul¬ 
tural Marketing Agreement Act of 1937, 
as amended (7 U.S.C. 601-674). and upon 
the basis of the recommendations and 
information submitted by the Lemon Ad¬ 
ministrative Committee, established 
under the said amended marketing agree¬ 
ment and order, and upon other available 
information, it is hereby found that the 
limitation of handling of such lemons, as 
hereinafter provided, will tend to effec- 
tute the declared policy of the act. 

(2) The need for this regulation to 
limit the quantity of lemons that may 
be marketed during the ensuing week 
stems from the production and market¬ 
ing situation confronting the lemon in¬ 
dustry. 

(i) The committee has submitted its 
recommendation with respect to the 
quantity of lemons it deems advisable 
to be handled during the ensuing week. 
Such recommendation resulted from 
consideration of the factors enumerated 
in the order. The committee further re¬ 
ports the demand for lemons is good for 
first grade fruit but continues to ease for 
the lower grade lemons. Average f.o.b. 
price was $6.51 per carton the week ended 
August 14. 1976 compared to $6.40 per 
carton the previous week. Track and 
rolling supplies at 145 cars were down 5 
cars from last week. 

<ii> Having considered the recommen¬ 
dation and information submitted by the 
committee, and other available informa¬ 
tion. the Secretary finds that the quan¬ 
tity of lemons which may be handled 
should be fixed as hereinafter set forth. 

(3) It is hereby further found that it 
is impracticable and contrary to the pub¬ 
lic interest to give preliminary notice, 
engage in public rule-making procedure, 
and postpone the effective date of this 
regulation until 30 days after publication 


hereof in the Federal Register (5 U.S.C. 
653) because the time intervening be¬ 
tween the date when information upon 
which this regulation is based became 
available and the time when this regula¬ 
tion must become effective in order to 
effectuate the declared policy of the act 
is insufficient, and a reasonable time is 
permitted, under the circumstances, for 
preparation for such effective time; and 
good cause exists for making the provi¬ 
sions hereof effective as hereinafter set 
forth. The committee held an open meet¬ 
ing during the current week, after giving 
due notice thereof, to consider supply 
and market conditions for lemons and 
the need for regulation; interested per¬ 
sons were afforded an opportunity to 
submit information and views at this 
meeting; the recommendation and sup¬ 
porting information for regulation dur¬ 
ing the period specified herein w^re 
promptly submitted to the Department 
after such meeting w T as held; the provi¬ 
sions of this regulation, including its ef¬ 
fective time, are identical with the afore¬ 
said recommendation of the committee, 
and information concerning such provi¬ 
sions and effective time has been dissemi¬ 
nated among handlers of such lemons; 
it is necessary, in order to effectuate the 
declared policy of the act, to make this 
regulation effective during the period 
herein specified; and compliance with 
this regulation will not require any spe¬ 
cial preparation on the part of persons 
subject hereto which cannot be com¬ 
pleted on or before the effective date 
hereof. Such committee meeting was 
held on August 17, 1976. 

(b) Order. (1) The quantity of lemons 
grown in California and Arizona which 
may be handled during the period August 
22, 1976, through August 28, 1976, is 
hereby fixed at 250,000 cartons. 

(2) As used in this section, "handled”, 
and "carton(s)” have the same meaning 
as when used in the said 'amended mar¬ 
keting agreement and order. 

(Secs. 1—19, 48 Stat. 31, as amended; 7 U.S.C. 
601-674.) 

Dated: 


???????? 

Director , Fruit and Vegetable 
Division , Agricultural Mar¬ 
keting Service. 

(FR Doc.76- Filed -76; ) 


Title 9—Animals and Animal Products 

CHAPTER I—ANIMAL AND PLANT HEALTH 
INSPECTION SERVICE, DEPARTMENT 
OF AGRICULTURE 

SUBCHAPTER C—INTERSTATE TRANSPORTA¬ 
TION OF ANIMALS (INCLUDING POULTRY) 
ANO ANIMAL PRODUCTS 

PART 76—HOG CHOLERA AND OTHER 
COMMUNICABLE SWINE DISEASES 

Release of Areas Quarantined 

• Purpose. The purpose of this amend¬ 
ment is to exclude Monmouth, Middlesex, 
Union, Hudson, Essex, Bergen, Passaic. 
Morris. Somerset, Hunterdon, Warren, 
and Sussex Counties in New Jersey from 
the areas quarantined because of hog 
cholera. • 


Tills amendment excludes Monmouth. 
Middlesex. Union, Hudson. Essex, Ber¬ 
gen. Passaic, Morris. Somerset, Hunter¬ 
don, Warren, and Sussex Counties in 
New Jersey from the areas quarantined 
by the regulations in 9 CFR Part 76. as 
amended, because of hog cholera. There¬ 
fore, the restrictions pertaining to the 
interstate movement of swine and swine 
products from or through quarantined 
areas contained in 9 CFR Part 76, as 
amended, do not apply to the excluded 
areas, but the restrictions pertaining to 
the interstate movement of swine and 
swine products from nonquarantined 
areas contained in said Part 76 apply to 
the excluded areas. 

Accordingly, Part 76. Title 9, Code of 
Federal Regulations, as amended, re¬ 
stricting the interstate movement of 
swine and certain products because of 
hog cholera and other communicable 
swine diseases is hereby amended in the 
following respect: 

In § 76.2, paragraph (e> (4) relating to 
the State of New Jersey is amended to 
read: 

§ 76.2 Notice relating to existence of the 
contagion or vectors of liog cholera 
and other swine diseases; prohibition 
of movement of nny hog cholera 
virus, exceptions; spread of diseo>e 
through raw garbage: regulations; 
quarantines. 

• • # • • 

(e) • • • 

(4) New Jersey. All of Mercer, Ocean, 
Burlington, Atlantic, Camden. Glou¬ 
cester, Salem, Cumberland, and Cape 
May Counties. 

• • • • • 

(Secs. 4-7, 23 Stat. 32, os amended; secs. 1 
and 2, 32 Stat. 791-792. as amended; secs. 
1-4. 33 Stat. 1264, 1265. as amended; sec. 1. 
75 Stat. 481; secs. 3 and 11, 76 Stat. 130, 
132; (21 U.S.C. 111-113, I14g, 115. 117, 120. 
121. 123-126, 134b, 134f); 37 FR 28464. 28177; 
38 FR 19141.) 

Effective date: The foregoing amend¬ 
ment shall become effective August 13, 
1976. 

The amendment relieves restrictions 
no longer deemed necessary to prevent 
the spread of hog cholera and must be 
made effective promptly in order to be 
of maximum benefit to affected persons. 
It does not appear that public participa¬ 
tion in this rulemaking proceeding would 
make additional relevant information 
available to the Department. 

Accordingly, under the administrative 
procedure provisions in 5 U.S.C. 553, it is 
found upon good cause that notice and 
other public procedure w T ith respect to 
the amendment are impracticable and 
unnecessary, and good cause is found ior 
making it effective less than 30 days alter 
publication in the Federal Register. 

Done at Washington. D.C., this 13 th 
day of August 1976. 

J.M.Hejl. 

Deputy Administrator, 
Veterinary Services. 

(FR Doc.76-24297 Filed 8-19-76;8:45 am] 
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Title 12—Banks and Banking 

CHAPTER III—FEDERAL DEPOSIT 
INSURANCE CORPORATION 

SUBCHAPTER A—PROCEDURE AND RULES 
OF PRACTICE 

PART 303—APPLICATIONS, REQUESTS, 
AND SUBMITTALS 

Procedures for the Reconsideration of 
Denied Applications, Petitions, or Requests 

Part 303 of the rules and regulations 
of the Federal Deposit Insurance Cor¬ 
poration (12 CFR Part 303) prescribes 
the Corporation’s procedures for proc¬ 
essing applications, petitions, and re¬ 
quests made to it. Although that part 
of the rules and regulations prescribes 
no formal procedures for the reconsid¬ 
eration of applications, petitions, or re¬ 
quests which have been denied, the 
Corporation’s Board of Directors has 
customarily allowed an applicant to re¬ 
quest reconsideration of such an appli¬ 
cation, petition, or request and. in con¬ 
nection therewith, to request an oppor¬ 
tunity to amend such application, peti¬ 
tion, or request or to submit information 
in rebuttal of the denial, either in writ¬ 
ing or in the form of an oral presenta¬ 
tion before one or more representatives 
of the Corporation designated for that 
purpose. 

The Board of Directors has now de¬ 
cided that Part 303 of the Corporation’s 
rules and regulations should be amended 
so as to prescribe a formal procedure 
whereby all applicants, rather than 
merely those requesting it, may petition 
for the reconsideration of an applica¬ 
tion, petition, or request which has been 
denied by the Board of Directors. Ac¬ 
cordingly, § 303.10 of the Corporation’s 
rules and regulations Is hereby amended 
by adding a new paragraph (e) thereto 
to read as follows: 

§ 303.10 Procedure on application*. 

• ♦ • • • 

(e) Opportunity to petition for recon¬ 
sideration of a denied application , peti¬ 
tion, or request. Within 15 days of its re¬ 
ceipt of notice that its application, peti¬ 
tion, or other request has been denied, 
any applicant may petition the Board of 
Directors for reconsideration of such ap¬ 
plication, petition, or request (except an 
application, petition, or request already 
previously denied upon reconsideration) 
and. in connection therewith, may re¬ 
quest an opportunity to amend its ap¬ 
plication, petition, or request or to sub¬ 
mit information in rebuttal of the de¬ 
nial, either in writing or in the form of 
an oral presentation before one or more 
representatives of the Corporation 
designated for that purpose. Upon the 
filing of such petition for reconsidera- 
uon. the applicant shall be given 60 
days in which to amend its application, 
Petition, or request or to make its pres¬ 
entation to the Corporation. If the appli¬ 
cant requests an opportunity to make an 
oral presentation, it shall be advised of 
the date, time, place, and person or per¬ 
sons before whom such presentation 
shall be made. 

Since the amendment relates to the 
internal practice and procedures of the 
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Corporation and expands rather than 
restricts the existing rights of appli¬ 
cants. the provisions of section 553 of 
title 5, United States Code, with respect 
to notice, public participation, and de¬ 
ferred effective date were not followed 
in connection therewith. 

Effective date: This amendment is ef¬ 
fective August 20, 1976. 

By order of the Board of Directors, 
August 17,1976. 

Federal Deposit Insurance 
Corporation. 

Hoyle L. Robinson, 

Assistant Executive Secretary. 

[FR Doc.76-24449 Filed 8-19-76; 8:45 ami 


Title 14—Aeronautics and Space 

CHAPTER II—CIVIL AERONAUTICS 
BOARD 

SUBCHAPTER D—SPECIAL REGULATIONS 

(Reg. SPR-109, Amdt. 6| 

PART 372—OVERSEAS MILITARY 
PERSONNEL CHARTERS 

Expansion of Definition of “Immediate 
Family" 

Adopted by the Civil Aeronautics 
Board at its office in Washington, D.C., 
August 16. 1976. 

In SPDR-43 (41 FR 12904, March 29, 
1976), the Board issued a notice of pro¬ 
posed rulemaking to amend Part 372 of 
its Special Regulations (14 CFR Part 
372) so as to broaden the definition of 
the “immediate family’’ of military and 
Department of Defense personnel eligible 
for participation in Overseas Military 
Personnel Charters (OMPC). Specifi¬ 
cally. the proposed rule would include in 
the “immediate family’’ the parents-in- 
law of the eligible member and the 
minor children of both the parents and 
parents-in-law, and it would define 
“minor children*’ as children under 18. 

Thirteen formal comments were filed 1 
and more than 200 individuals partici¬ 
pated by filing letter comments in this 
docket. Most of the individual comments 
favored the adoption of the proposal as 
did formal comments by American Ex¬ 
press Company, Capitol International 
Airways, Inc., the CAB Office of the Con¬ 
sumer Advocate, the Department of De¬ 
fense, the Fleet Reserve Association, the 
Non Commissioned Officers Association 
of the United States of America, Over¬ 
seas National Airways, Inc., Pathfinder 
Corporation. Shoftour, Inc., and United 
Air Lines, Inc. Several letter comments 
and formal comments filed by Davis 
Agency, Inc., Lufthansa German Air¬ 
lines, and Pan American World Airways, 


1 Comments on SPDR-43 were due on 
April 28. 1976. On May 5, 1976 United Air 
Lines. Inc., pursuant to Rule 4(f) of the 
Board’s rules of practice (14 CFR Part 302), 
submitted a motion for leave to file Its com¬ 
ments past the due date. United certified 
that it had served copies of Its comments 
on all those persons filing comments in this 
docket. No objections have been received. We 
have determined that acceptance of United’s 
comments will not prejudice any party to 
this proceeding and In these circumstances 
hereby grant United's motion for leave to 
file an otherwise unauthorized document. 
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Inc. proposed modifications. A few letter 
comments opposing the rule were re¬ 
ceived. 

Upon consideration, the Board has 
decided to adopt the rule as proposed, 
but with one modification and an edi¬ 
torial revision to avoid unnecessary rep¬ 
etition. The tentative findings and con¬ 
clusions set forth in SPDRr-43 are made 
final, and except to the extent granted 
herein, all requests contained in the 
comments are denied. 

The majority of comments received 
urged that the Board liberalize the 
eligibility criteria for OMPC’s, stating 
that while the number of people affected 
by the proposed charge would be small, 
the benefits to morale, particularly the 
morale of service and DOD wives, would 
be great. Two letter comments questioned 
the need for any age or dependency test 
for siblings and sib)ings-in-law, stating 
that the purposes of morale and family 
reunions are better served when siblings 
and siblings-in-law can participate in 
OMPC’s without restriction. 

Three formal comments and several 
letter comments urged some narrowing of 
the Board’s propoed eligibility criteria. 
Pan American proposed that all immedi¬ 
ate family members be actual depend¬ 
ents and that thorough documentation of 
eligibility, such as Department of De¬ 
fense Form No. 1580, be required. Davis 
Agency supported the inclusion of par- 
ents-in-law, but urged that the eligibil¬ 
ity for siblings be stated as “dependent” 
rather than “miror” children. Lufthan¬ 
sa. while supporting the expansion of 
OMPC availability to parents-in-law, op¬ 
posed the inclusion of siblings and 
siblings-in-law on the basis that these 
persons are not really part of military or 
DOD “immediate families,” and that in¬ 
clusion of these groups would exacerbate 
enforcement problems and threaten 
scheduled service. Additionally, Luf¬ 
thansa stated that German Federal 
Ministry of Transport regulations pre¬ 
clude eligibility for siblings and siblings- 
in-law. 

Upon consideration, the Board has 
decided to allow in unrestricted form 
the eligibility of rarents-in-law and to 
delete the reference to “minor” children 
of parents and parents-in-law, thus al¬ 
lowing participation by all siblings and 
siblings-in-law regardless of age or de¬ 
pendency. 

In establishing OMPC’s and the eligi¬ 
bility criteria for participants and their 
families (SPR-54, 37 FR 11159, June 3, 
1972), the Board has considered the mo¬ 
rale and other needs of military and DOD 
personnel, the distinction between 
charter and individually ticketed serv¬ 
ices, the question of unjust discrimina¬ 
tion against those persons who continue 
to be ineligible for OMPC’s, and any pos¬ 
sible enforcement problems of charter 
participants whose names and addresses 
differ from the person upon whom eligi¬ 
bility is based. 

In this context, the benefits of allow¬ 
ing unrestricted participation by parents- 
in-law, siblings, and siblings-in-law out¬ 
weigh countervailing considerations. Pan 
American’s proposed limitation to de¬ 
pendent-in-fact “immediate family” 
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members, and Lufthansa’s suggestion 
that siblings and siblings-in-law should 
not be considered part of the immediate 
family, are inconsistent with the morale- 
building purpose of OMPC’s. No sufficient 
justification has been presented for dis¬ 
tinguishing between “minor” and “de¬ 
pendent” siblings or siblings-in-law for 
purposes of this regulation. It is found 
that the benefits to morale of family re¬ 
unions without arbitrary cutoffs of a 
family member’s participation at age 18 
are substantial, and justify broadening 
the class of eligible participants. 

Lufthansa’s contention that the in¬ 
crease in the number of individuals eligi¬ 
ble for OMPC’s will cause enforcement 
problems is not substantiated by the in¬ 
formation presently available. As pointed 
out in the proposal, current problems re¬ 
sulting from different last names seem to 
be minimal, and in any event would not 
be significantly increased by allowing 
siblings and siblings-in-law to partici¬ 
pate. Also, the information available to 
the Board does not support Lufthansa's 
concern that OMPC’s have had a sub¬ 
stantial effect on scheduled service. Luft- 
ansa’s third contention regarding Ger¬ 
man Federal Republic charter regula¬ 
tions is also not persuasive. A prospective 
conflict between Board regulations and 
those of another country does not compel 
rejection of a proposed amendment 
While there is substantial OMPC traffic 
to West Germany, OMPC’s are not re¬ 
stricted to that country, and it is pos¬ 
sible that this amendment might lead to 
a similar amendment in German Federal 
Republic regulations. 

A few letter comments opposed the rule 
on the grounds that current regulations 
are not enforced, or on the basis that 
military retirees are more appropriate 
beneficiaries of OMPC’s than parents-in- 
law. The Board is not aware of wide¬ 
spread evasions of the OMPC regula¬ 
tions, and does not intend to allow 
violations to take place without enforce¬ 
ment action. Any person with knowledge 
of apparent violations of current regula¬ 
tions is invited to file complaints with the 
Board. With respect to the argument for 
retirees’ eligibility for OMPC’s, such 
eligibility is conditioned on a currently 
existing relationship to active military 
service or DOD employment. It is in¬ 
tended to augment the morale of military 
and DOD employees, and not as an auxil¬ 
iary benefit resulting from a past affilia¬ 
tion. The interests of military and DOD 
retirees in low-cost air transportation are 
met both by the charters available to the 
general public (e.g., TGC’s and OTC’s) 
and by affinity charters offered by 
charter-worthy organizations of retired 
persons. 

In consideration of the foregoing, the 
Board hereby amends Part 372 of Its 
Special Regulations (14 CFR Part 372), 
effective September 20, 1976, as follows: 

Amend 5 372.2 by revising the defini¬ 
tion of “immediate family” to read: 

§ 372.2 Definitions. 

As used in this part, unless the context 
otherwise requires— 

• • • • • 


“Immediate family” means only the 
following persons: the spouse, children, 
parents, parents of the spouse, children 
of the parents, and children of the 
parents of the spouse of (1) military per¬ 
sonnel on active duty with the United 
States Armed Forces (including Coast 
Guard) stationed outside the contiguous 
states of the United States and the Dis¬ 
trict of Columbia, and (2) civilian em¬ 
ployees of the Department of Defense 
who are citizens of the United States and 
are stationed in a foreign country, or in 
a U.S. territory or possession, where U.S. 
military personnel are stationed. 

• • • • * 
(Secs. 101, 204. 401, 407, 416, Federal Aviation 
Act of 1968, 72 Stat. 737. 743. 764, 766. 771, 
(49 U.S.C. 1301, 1324, 1371, 1377. 1386).) 

By the Civil Aeronautics Board. 

Phyllis T. Kaylor, 

Secretary . 

|FR Doc.76-24474 Filed 8-19-76:8:45 am] 


(Reg. SPR-106, Amdt. 14J 

PART 372a—TRAVEL GROUP CHARTERS 
Passenger List Filing Procedures 

Adopted by the Civil Aeronautics 
Board at its office in Washington, D.C., 
August 16, 1976. 

For the reasons set forth in SPR-105, 
issued contemporaneously herewith, the 
Civil Aeronautics Board hereby amends 
Part 372a of its Special Regulations (14 
CFR Part 372a) as set forth below. 

Because these amendments create no 
significant additional burden for any 
member of the public, and because public 
benefit will be derived from putting them 
into effect without delay, it is found for 
good cause that notice and public pro¬ 
cedure thereon are unnecessary. 

In light of the foregoing, the Civil 
Aeronautics Board hereby amends Part 
372a of its Special Regulations (14 CFR 
Part 372a), effective September 20, 1976, 
as follows: 

§ 372a.2 [Amended] 

1. Section 372a.2, Definitions, Is 
amended as follows: 

a. A new definition, “citizen of the 
United States,” is added in proper al¬ 
phabetical sequence, to read: 

• • • • • 

“Citizen of the United States” means 
(a) an individual who is a citizen of the 
United States or of one of its possessions, 
or (b) a partnership of which each mem¬ 
ber is such an individual, or (c) a corpo¬ 
ration or association created or organized 
under the laws of the United States or 
any State. Territory, or possession of the 
United States, of which the president 
and two-thirds or more of the board of 
directors and other managing officers 
thereof are such individuals and in 
which at least 75 per centum of the vot¬ 
ing interest is owned or controlled by 
persons who are citizens of the United 
States or of one of its possessions. 

9 9 9 9 9 

b. In the definition of “foreign charter 
organizer” the phrase “as defined in sec¬ 


tion 101(13) of the Act” is deleted so 
that the definition reads: 

« • • 9 • 

“Foreign charter organizer” means any 
person not a citizen of the United States 
(other than a direct foreign air carrier), 
who is (a) engaged in the formation of 
travel groups for transportation on 
travel group charters which originate in 
a foreign country and over whom the 
Board has declined to exercLse its juris¬ 
diction, or (b) engaged in the formation 
of travel groups for transportation on 
travel group charters which originate in 
the United States who holds a permit is¬ 
sued pursuant to section 402 of the Act 
authorizing such transportation. 

• • • • • 

c. In the definition of “travel group 
charter organizer” the phrase “as defined 
in section 101(13) of the Act” is deleted 
so that the definition reads: 

9 9 9 9 9 

“Travel group charter organizer* 
means (1) any citizen of the United 
States (other than a direct air carrier), 
who is authorized hereunder to engage 
in the formation of travel groups in ac¬ 
cordance with the provisions of this Part: 
or (2) a foreign charter organizer. 

• « • • * 

2. Section 372a.22, Operating authori¬ 
zation of charter organizer, is amended 
by revising paragraphs (b) and (d) and 
adding a new paragraph (f), to read as 
follows: 

§ 372a.22 Operating authorization of 
charter organizer. 

9.9 • • * 

(b) Not earlier than 90 days, and not 
later than 60 days, prior to the scheduled 
date of departure, the charter organizer 
shall simultaneously: 

(1) Transmit to the direct air car¬ 
riers) : (i) A statement of the charter 
organizer affirming that each listed orig¬ 
inal participant has entered into a con¬ 
tract with the organizer as provided in 
this part, has paid the initial 25 percent 
deposit, and has been furnished, no later 
than the time when he entered into such 
contract with the organizer, with an ex¬ 
planatory statement, in the form set 
forth in Appendix A; (11) a statement of 
the depository bank, if any, affirming 
the amount which it has on deposit, 
which amount shall be equal to no less 
than 25 percent of the minimum pro rata 
charter price multiplied by the number 
of listed original participants; and (in> 
two copies of the certified passenger list 
as required by paragraph (f) of this sec¬ 
tion; and 

(2) File with the Board (Investigation 
and Audit Division, Bureau of Enforce¬ 
ment): (I) A charter contract executed 
by original participants whose number is 
equal to at least 90 percent of the seats 
specified in the contract for charter 
participants, and (ii) an original copy 
CAB Form 372a, which appears as Ap¬ 
pendix D to this part, setting forth the 
name of each participant in alphabetical 
order and his or her address and tele¬ 
phone number. The information re¬ 
quired to be filed with the Board under 
this section shall be deemed filed on the 
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U.S. Postal Service postmark date Im¬ 
printed on the envelope. 

• * • * • 

(d) A charter organizer may correct 
typographical or spelling errors on filed 
pxssenger lists by filing a list of correc¬ 
tions with the Investigation and Audit 
Division. Bureau of Enforcement. A tour 
operator may make no other changes ex¬ 
cept corrections of clerical errors on filed 
passenger lists, in accordance with the 
following conditions: 

tl) The number of names on the cor¬ 
rected passenger list does not exceed the 
total number of seats chartered by the 
organizer; and 

(2) The charter organizer files the fol¬ 
lowing documents with the Investiga¬ 
tion and Audit Division, Bureau of En¬ 
forcement: (i) A list of corrections, <ii) 
a statement certifying that any name to 
be listed by means of correcting a filed 
passenger manifest would have appeared 
on the original manifest but for a cler¬ 
ical error in preparing the list, and (ill) 
a photostatic copy of the passenger’s 
canceled check, or if there be none, a 
copy of a receipt or other kind of written 
evidence showing payment of the full 
downpayment price prior to the filing of 
the passenger list. 

• • • • * 

(f) A tour operator filing a passenger 
list on CAB Form 372a, or corrections 
thereto, under paragraph (b) or (d), 
respectively, of this section, shall attach 
to those documents the following certi¬ 
fication,’ and shall simultaneously trans¬ 
mit to the direct air carrier(s) two pho¬ 
tostatic copies (not carbons) of the cer¬ 
tified list and corrections, if any, to be 
used in identifying enplaning passen¬ 
gers: 

I, the undersigned _ _ _ - of 

(Title) 

--, certify 

(Name of organizer) 

that two photostatic copies of the attached 
docmnent(s) and of this certification, were 

sent to --- on this ...._ 

Direct air carrier) (Date) 


(Signature) 

3. Section 372a.41, Direct air carrier* 
to identify enplanements, is amended to 
read as follows: 

$ 372a.41 Direct air carriers to identify 
enplanements. 

(a) A direct air carrier shall retain a 
true copy of each document which it has 
received from the charter organizer pur- 
suant to 8 372a.22(d), and shall make 
reasonable efforts to verify the identity 
01 all enplaning passengers (and tour 


Whoever, in any matter within the Jurii 
Tin of any department or agency of tt 
united States, knowingly and willfully fal 
Kr* eS ' Conceftl8 * or covers up by any trie! 
an/T; ° r devlce a material fact, or make 
mil* ls0, fiofitlous, or fraudulent state 
ments or representations, or makes or use 
Ram- * e Writln 8 or document knowing th 
frai.rt, f° . contttln any false, fictitious. < 
Audulent statement or entry, shall be fine 

t ? an • 10 * 000 or imprisoned nc 
more than e years, or both. Title 18 U.S.< 


conductors) by use of a document bear¬ 
ing an identifying number, in order to 
ensure that enplanements are limited to 
persons whose names appear on its copy 
of the passenger list. For international 
flights, the identity of each enplaning 
passenger (and tour conductor) shall be 
verified by means of a passport, or if 
there be none, by means of any other 
travel identity document. For domestic 
flights a passport or other travel identity 
document should be used, if available, to 
identify enplaning passengers (and tour 
conductors) but if no such document is 
available, then any other numbered doc¬ 
ument such as a social security card may 
be used. 

(b) The direct air carrier shall, at the 
time of enplanement, enter, on its copy 
of the passenger list, the documentary 
source of the identification required by 
paragraph (a) of this section, including 
the number appearing on the document, 
together with the name of any enplaning 
passenger whose name does not already 
appear on said passenger list: Provided, 
however , That the total number of 
names on the passenger list shall not be 
greater than the number of names which 
already appeared on said passenger list 
(and tour conductors) and that the 
number of passengers (other than tour 
conductors) whose names are newly en¬ 
tered by the carrier upon enplanement 
shall not be greater than 15 percent of 
those whose names had already ap¬ 
peared on said list 

4. Section 372a.50, Reporting require¬ 
ments, is amended by revising paragraph 
(a) to read as follows: 

§ 372a. 50 Reporting require menu. 

(a) A direct air carrier shall retain 
the information transmitted to it pursu¬ 
ant to § 372a.22, including its annotated 
copies of the passenger list, at Its prin¬ 
cipal office within the United States for a 
period of two years: Provided , however, 
That If the direct air carrier does not 
maintain an office in the United States, 
it shall return the documents trans¬ 
mitted to it pursuant to § 372a.22 to the 
Bureau of Enforcement within 7 days of 
performing the flight to which those 
documents pertain. 

5. The instructions for properly com¬ 
pleting and filing CAB Form 372a, set 
forth in Appendix D to Part 372a, are 
amended to reflect the new filing pro¬ 
cedures. to read in part as follows: 

Instructions 

INTRODUCTION 

Form 372a 1 Is to be used in filing the 
travel group charter passenger name list 
(TOCPNL). The list must be filed with the 
Board by the travel group charter organizer 
(CO) no earlier than 00 days and no later 
than 60 days before the scheduled date of de¬ 
parture, pursuant to $ 372a.22(b) (Filing); 
and two photostatic or similarly reproduced 
copies of this form, filed as required by 
f 372a 22(d), must be used as the enplane¬ 
ment list required to be prepared by the dl- 


1 Copies arc obtainable from the Board 1 * 
Publications Services Section. 


rect air carrier (DAC), and retained after 
the departure or return flight is performed, 
pursuant to $ 372a.50(a). The information 
required by all Items on Form 372a shall be 
typewritten; however, items 12 (Passenger 
Status). 16 (Enplanement Identification), 
and 18 (Prepared By) may be handwritten in 
pen. 

PROCEDURES FOR FILING 

The CO will prepare Form 372a according 
to the instructions set forth below and shall 
file an original copy with the Board’s Inves¬ 
tigation and Audit Division, Bureau of En¬ 
forcement. The CO will simultaneously file 
two photostatic or similarly reproduced 
copies (no carbons) with the DAC, one copy 
of which shall be used for the TOC depar¬ 
ture flight, the other for the TGC return 
flight. 

PREPARATION OF FORM 372tt 

Each page provides for twenty (20) TOC 
names. Items 1, 2. and 6 through 16 will be 
completed on each page on which original 
participants (OP’s) are listed, and items 16 
through 18 will be prepared only on the 
first page, by the CO cr DAC. as the case may 
be. 

Note. —The CO shall submit to-the DAC. at 
the time of each enplanement, a separate 
list of assignees, completed In accordance 
with these instructions. 

• • • • • 

Item It, Pasenger Sequential Number .— 
Two or more pages will be required to list the 
names of original participants and any tour 
conductors or assignees. Each original par¬ 
ticipant is to receive a sequential number be¬ 
ginning with "1.” so that the last sequential 
number shown on the TGCPNL of filing 
should equal the number of original par¬ 
ticipants. At enplanement, the DAC shall 
enter in item 11 the name of each assignee.* 

Item 12, Passenger Status.—These four (4) 
columns are to be marked with an x as ap¬ 
propriate to show that the passenger named 
on this line is an OP, an assignee (ASNE), 
departing enplaned passenger (DEP). or re¬ 
turning enplaned passenger (RET). The 
TGCPNL at Filing will contain x’s only in 
the (OP) column. The total number of x’s 
in the OP column for all pages must he equal 
to at least 90% of the number of seats con¬ 
tracted for. The DAC performing the depar¬ 
ture flight will mark an x in the departure 
column and the DAC performing the return 
flight will mark an x in the return column. 
Each DAC will complete items 12 through 16 
for each assignee. 

• • • • • 

Item 16, Column Totals .—Boxes shown 
are to be used for recording the total x'e 
shown on all the pages of this TGCPNL In 
the particular column. These entries must 
appear only on page 1 of the TGCPNL. The 
box under the column head OF (titled A- 
OP) should contain the total number of 
original participants and the box under tuo 
column headed ASNE (titled B-ASNE) 
should contain the total number of assign¬ 
ees. The box under the column headed DEP 


• Where the number of seats contracted for 
includes one or more seats for tour conduc¬ 
tors, pursuant to 5 372a.l4(d). then: (1) 
Following the last sequential number for 
original participants there shall be entered, 
In item 13. either the name of each conduc¬ 
tor, if known at the time of Filing, or the let¬ 
ters “TC”; and (2) at the time of enplane¬ 
ment the DAC shall complete the 
information required by Item 16, as to tour 
conductors named hi item 13. and if Item 13 
©ontains only the Initials *TC, H then the 
DAC shall also enter the tour conductor's 
name in item 18. 
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(titled C-DEP) should contain the total 
number of departure flight passengers and 
the box under the column headed RET 
(titled D-RET) should contain the total 
number of return flight passengers. The A- 
OP figure will be shown on the TGCPNL sub¬ 
mitted in the Filing. The B-ASNE. C-DEP, 
and D-RET figures will be shown on the 
TGCPNL used by the departing DAC and 
returning DAC. respectively. 

• • • • • 
(Secs. 204, 401, 402. 407. 416. 1001, Federal 
Aviation Act of 1958. as amended. 72 Stat. 
743, 754 (as amended). 757. 766. 771, 788; 
(49 U.S.C. 1324. 1371, 1372. 1377, 1386, 1481).) 

By the Civil Aeronautics Board. 

Phyllis T. Kaylor, 

Secretary. 

|FR Doc.76-24471 Filed 6-19-76;8:45 am] 


(Reg. SPR-107, Arndt. 10] 

PART 373—STUDY GROUP CHARTERS BY 

DIRECT AIR CARRIERS AND STUDY 

GROUP CHARTERERS 

Definitions 

Adopted by the Civil Aeronautics 
Board at its office in Washington, D.C., 
August 16,1976. 

For the reasons set forth in SPR-105, 
Issued contemporaneously herewith, the 
Civil Aeronautics Board hereby amends 
Part 373 of its Special Regulations (14 
CFR Part 373), as set forth below. 

Because these amendments create no 
significant additional burden for any 
member of the public, and because pub¬ 
lic benefit will be derived from putting 
them into effect without delay, it is 
found for good cause that notice and 
public procedure thereon are unneces¬ 
sary. 

In light of the foregoing, the Civil 
Aeronautics Board hereby amends Part 
373 of its Special Regulations (14 CFR 
Part 373), effective September 20, 1976, 
as follows: 

§373.2 [Amended] 

Section 373.2, Definitions, Is amended 
as follows: 

a. A new definition, “citizen of the 
United States,” is added in proper al¬ 
phabetical sequence, to read: 

• • • • • 

“Citizen of the United States” means 
(a) an individual who is a citizen of the 
United States or of one of its posses¬ 
sions, or (b) a partnership of which each 
member is such an individual, or (c) a 
corporation or association created or or¬ 
ganized under the laws of the United 
States or any State. Territory, or pos¬ 
session of the United States, of which 
the president and two-thirds or more of 
the board of directors and other manag¬ 
ing officers thereof are such individuals 
and in which at least 75 per centum of 
the voting interest is owned or controlled 
by persons who are citizens of the United 
States or of one of its possessions. 

• • • • • 

b. In the definition of “study group 
charterer” the phrase “as defined in sec¬ 
tion 101(13) of the Federal Aviation Act; 
49 UJ3.C. 1301(13)” Is deleted, so that it 
reads: 

• • • • * 


“Study group charterer” means any 
citizen of the United States (other than 
a direct air carrier), authorized here¬ 
under to engage in the formation of 
study groups for transportation on study 
group charters. 

• • • • • 

(Secs. 101, 204, 401, and 402 of the Federal 
Aviation Act of 1958, as amended. 72 Stat. 
737. 743, 754. 757, (49 OS.C. 1301, 1324, 1371, 
1372).) 

By the Civil Aeronautics Board. 

Phyllis T. Kaylor, 

Secretary . 

[FR Doc.76-24472 Filed 8-19-76;8:45 am] 


[Reg. SPR-108. Arndt. 15] 

PART 378—INCLUSIVE TOUR CHARTERS 
Definitions 

Adopted by the Civil Aeronautics 
Board at its office in Washington, D.C., 
August 16, 1976. 

For the reasons set forth in SPR-105, 
issued contemporaneously herewith, the 
Civil Aeronautics Board hereby amends 
Part 378 of its Special Regulations (14 
CFR Part 378) as set forth below. 

Because these amendments create no 
significant additional burden for any 
member of the public, and because public 
benefit will be derived from putting them 
into effect without delay, it is found for 
good cause that notice and public pro¬ 
cedure thereon are unnecessary. 

In light of the foregoing, the 
Civil Aeronautics Board hereby amends 
Part 378 of its Special Regulations (14 
CFR Part 378), effective September 20, 
1976, as follows: 

§ 378.2 [Amended] 

Section 378.2, Definitions, is amended 
as follows: 

a. A new definition (j), “citizen of the 
United States,” is added, to read: 

• • • • • 

(j) “Citizen of the United States” 
means (1) an individual who is a citizen 
of the United States or of one of its pos¬ 
sessions, or (2) a partnership of which 
each member is such an individual, or 
(3) a corporation or association created 
or organized under the laws of the United 
States or of any State, Territory, or pos¬ 
session of the United States, of which 
the president and two-thirds or more of 
the board of directors and other manag¬ 
ing officers thereof are such individuals 
and in which at least 75 per centum of 
the voting interest is owned or controlled 
by persons who are citizens of the United 
States or of one of its possessions. 

b. Definition (d), “Tour operator,” is 
amended by deleting the phrase, “as de¬ 
fined in section 101(13) of the Federal 
Aviation Act, as amended, 49 U.S.C. 1301 
(13)so that it reads: 

• • • • • 

(d) ‘“Tour operator” means any citizen 
of the United States (other than a direct 
U.S. air carrier), authorized hereunder 
to engage in the formation of groups for 
transportation on inclusive tours. 


(Secs. 101(3), 204(a), 401. 402, 407. 416(a), 
Federal Aviation Act of 1958, as amended. 72 
Stat. 737 (as amended by 75 Stat. 467, 76 Stat. 
143, 82 Stat. 807, 84 Stat. 921. 88 Stat. 409. 
419), 743, 754, 757, 766. 771; (49 US.C. 1301, 
1324, 1371, 1372, 1377, 1386).) 

By the Civil Aeronautics Board. 

Phyllis T. Kaylor, 
Secretary. 

(FR Doc.76-24473 Filed 8-19-76:8:45 am] 


(Reg. SPRr-105, Arndt. 6] 

PART 378a—ONE-STOP-INCLUSIVE 
TOUR CHARTERS 

Passenger Ust Filing Procedures 

Adopted by the Civil Aeronautics 
Board at its office in Washington. D.C., 
August 16,1976. 

By this rule the Civil Aeronautics 
Board is amending the passenger list fil¬ 
ing requirements for One-stop-inclusive 
Tour Charters (parallel changes are 
being made in other charter rules by 
separate notices). to have two copies sent 
directly to the direct air carrier, to have 
the postmark date considered the filing 
date, and to allow a tour operator to cor¬ 
rect errors without filing a waiver re¬ 
quest. It is also eliminating the require¬ 
ment for filing monthly summaries of 
tour charters under contract. 

During recent years the Board has ex¬ 
panded the availability of low-cost bulk 
air transportation by authorizing and 
encouraging the marketing of new char¬ 
ter forms. Two of these charter forms, 
Travel Group Charters (TOC’s) (14 CFR 
Part 372a) and One-stop-inclusive Tour 
Charters (OTC’s) (14 CFR Part 378a), 
include an advance-purchase require¬ 
ment as one of the characteristics thst 
serves to maintain the legally required 
distinction between those charter forms 
and regularly scheduled service. The 
Board ensured compliance with these ad¬ 
vance-purchase provisions by requiring 
any indirect air carrier who markets one 
of these charter types to file three copies 
of the passenger list, a statement that 
each participant has entered into a con¬ 
tract with the operator and has made the 
appropriate payment, and a statement of 
a depository bank affirming that it has 
received a deposit of the total charter 
price, not later than the last day on 
which a participant could legally become 
a member of the charter group. The Sup¬ 
plementary Services Division, Bureau of 
Operating Rights, was to review tne 
documents, and, if they were in order, 
to send two stamped copies of the pas¬ 
senger list to the direct air carrier or to 
the charter operator who, in turn, woum 
forward them to the direct air carrier. 
The direct air carrier would then use 
those copies to verify the identity of the 
enplaning passengers, thereby ensuring 
that they were bona fide members ; oi 
the charter group. Within 7 days after 
performing each leg of the flight tn 
direct air carrier was required to *nau a 
stamped copy of the passenger list to tne 
Board’s Bureau of Enforcement where 
the list was to be examined once again 
to discover any illegal additions or sub¬ 
stitutions. 
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The theory underlying those proce¬ 
dures was that close scrutiny and prior 
review of the subject documents, in addi¬ 
tion to post-flight review by the Bureau 
of Enforcement, was the best method of 
ensuring compliance with the advance- 
purchase requirements. Prior to 1975 the 
TGC was the only charter form with an 
advance-purchase requirement, which 
was 60 days. On August 7, 1975, the 
Board adopted the OTC rule with an 
advance-purchase period of only 15 days 
for North American OTC’s and 30 days 
for all others. The increase in the num¬ 
ber of charter filings, combined with the 
reduced time for predeparture review, 
has made it impracticable for the Bureau 
of Operating Rights to continue to per¬ 
form such a detailed review of every pas¬ 
senger list. Moreover, the post-flight re¬ 
views performed by the Bureau of En¬ 
forcement under the existing method 
have indicated that the largest single 
type of violation disclosed by such re¬ 
view is tardiness in the filing of pas¬ 
senger lists, rather than discrepancies in 
the lists themselves. Analyses of post- 
flight lists have shown that the lists with 
substantive problems total 7 percent or 
less, with the discrepancies being one or 
more added OTC passengers, TGC lists 
filed at less than 90 percent of capacity 
contracted for, or TGC substitution in 
excess of 15 percent, in that order of 
magnitude. When examined further, a 
great many of the discrepancies appear 
to be attributable to technical or cleri¬ 
cal errors, such as listing the names of 
nonparticipants (e.g., pass riders), or in¬ 
cluding on a single list all of the substi¬ 
tutes on a multiple-list flight. In short, 
the present system has resulted in too 
much staff time being excessively devoted 
to technical violations with less time thus 
available to deal with deliberate substan¬ 
tive violations. 

The Board has decided, therefore, to 
change its passenger list filing require¬ 
ments. Also, if the Board adopts its pro¬ 
posed Advance Booking Charter rule, 
EDR-294, February 10, 1976, 41 FR 7417, 
or its proposed Contract Bulk Inclusive 
Tour rule, EDR-300. June 16, 1976, 41 
PR 24903, the new passenger list filing 
requirements and technical amendments 
issued by this notice will be incorporated 
into those rules without further notice. 
The new procedures will operate as fol¬ 
lows: The charter operator will file an 
original copy of the passenger list with 
the Bureau of Enforcement, along with 
a ( certification that two photosatitic co¬ 
pies of the list have been transmitted 
that day to the carrier (or carriers) for 
use in identifying passengers at enplane- 
jnent of originating and returning flights. 
The operator will also transmit to the 
direct air carrier, along with the pas¬ 
senger list copies, the required state¬ 
ments concerning participant contracts 
and depository bank receipts. The direct 
air carrier, after using the copies of the 
Passenger list to identify enplaning pas¬ 
sengers, win retain these documents at 
principal office; but those carriers 
that do not maintain offices in the Unit- 
ed states will be required to mail the 
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passenger lists to the Bureau of Enforce¬ 
ment within 7 days of performing the 
subject flight. By allowing the carrier to 
retain the documents In this manner, the 
Board hereby grants, in part, the peti¬ 
tion of United Air Lines in Docket 29285. 
The remainder of the petition is still 
under consideration. 

Although the new procedures will less¬ 
en the administrative burden upon both 
the Board and the carriers, such changes 
will not impair the Board’s ability to 
enforce the advance listing require¬ 
ments. In effect the only change In en¬ 
forcement technique is that the Bureau 
of Enforcement will now review the pas*- 
senger lists in the carriers* offices rather 
than at the Bureau’s office. Those post¬ 
flight reviews will be performed pursu¬ 
ant to a systematic enforcement inspec¬ 
tion program reflective of the volume of 
traffic carried. In addition, the Bureau 
of Enforcement will institute more in¬ 
tensive inspections whenever it appears 
as a result of its analysis of traffic, tour 
operators, direct air carriers, markets, 
and general investigatory information 
that such inspections are necessary to 
ensure that the law is being observed. 
Moreover, in the event further enforce¬ 
ment review is required on an individual 
basis to preserve the integrity of the ad¬ 
vance-sales limitation, personnel of the 
Bureau of Enforcement will conduct 
plane-side boarding inspections. 

Another change in the filing proce¬ 
dures is that every passenger list will be 
deemed filed on the U.S. Postal Service 
postmark date imprinted on the enve¬ 
lope. Thus, the Board hereby grants the 
rulemaking petition of Charter Travel 
Corporation in Docket 28468. Answers 
supporting the petition were filed by Pan 
American World Airways, Inc.; Hamil¬ 
ton. Miller. Hudson & Fayne Travel Cor¬ 
poration; National Air Carrier Associa¬ 
tion; Globus-Gateway Tours, Ltd.: 
Carefree Travel, Inc.; Unitours, Inc.; 
American Leadership Study Groups, Inc.; 
Tour Travel Enterprises; and Travel 
Enterprises. This will alleviate an aspect 
of the former procedures whereby char¬ 
ter operators who were not located near 
the Board were forced either to termi¬ 
nate sales several days before the filing 
deadline or to incur the expense of hav¬ 
ing the passenger list hand-delivered by 
special messenger In order to ensure that 
it was physically present at the Board 
on the appropriate date. Under the new 
procedures all charter operators, no mat¬ 
ter where they are located, will have an 
equal opportunity to market their char¬ 
ters up to the filing deadline, and to file 
the passenger list by mailing it. 

In addition, the new procedures will 
authorize tour operators to correct typo¬ 
graphical or other clerical errors in filed 
passenger lists without the necessity of 
filing a waiver request. Thus, the Board 
is eliminating another prior-review pro¬ 
cedure. A tour operator will be per¬ 
mitted to correct typographical errors by 
mailing a list of those corrections to 
the direct air carrier and to the Bureau 
of Enforcement. The operator will be au¬ 
thorized to correct other clerical errors 
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by mailing the following documents to 
the Bureau of Enforcement: a list of the 
corrections, a statement certifying that 
any name to be listed by means of cor¬ 
recting a filed passenger manifest would 
have appeared on the original manifest 
but for a clerical error, and a photostatic 
copy of the passenger’s canceled check, 
or if there be none, a copy of a receipt or 
other kind of written evidence showing 
full payment of the tour price prior to the 
filing of the passenger list. Thus the 
Board hereby grants the petition of 
South American Tours, Ltd. filed in 
Docket 28839, which was supported in an 
answer filed by the National Air Carrier 
Association. 

The Board also by this action revokes 
§ 378a.51, Reporting of OTC service un¬ 
der contract. It has been found that there 
is no need to have the information sup¬ 
plied pursuant to that section on a con¬ 
tinual basis. Should the need for such 
information arise in any specific case, the 
Board can readily obtain it. 

Finally, the definition of “citizen of the 
United States” as set forth in section 
101(13) of the Federal Aviation Act of 
1958 (49 U.S.C. 1301) is being included 
in § 378a.2, Definitions, in order to elim¬ 
inate the necessity for persons reading 
the rule to refer to the Act to ascertain 
the definition of that basic term. 

Because these amendments create no 
significant additional burden for any 
member of the public, and because public 
benefit will be derived from putting them 
into effect without delay, It is found for 
good cause that notice and public proce¬ 
dure thereon are unnecessary. 

In light of the foregoing, the Civil 
Aeronautics Board hereby amends Part 
378a of its Special Regulations (14 CFR 
Part 378a), effective September 20, 1976, 
as follows: 

1. The table of contents is amended by 
adding a reference to § 378a.45, and by 
deleting the reference to § 378a.51, to 
read as follows: 


Subpart D—Requirements Applicable to Direct 
Air Carriers 

• • • • • 

Sec. 378a.44 • • • 

Sec. 378&.45 Record retention. 

Subpart E—Charter Trip Reporting Requirements 

Sec. 378a.60 • • • 

Subpart F—Requirements Appllcabfe to Special 
Event Charters 

• • • * • 

§ 378a.2 [Amended 1 

2. Section 378a.2, Definitions, Is 
amended as follows: 

a. A new definition, “citizen of the 
United States,” is added in proper alpha¬ 
betical sequence, to read: 

• • • ♦ • 

“Citizen of the United States” means 
(a) an individual who Is a citizen of the 
United States or of one of its possessions, 
or (b) a partnership of which each mem¬ 
ber is such an individual, or (c) a corpo¬ 
ration or association created or or¬ 
ganized under the laws of the United 
States or of any State. Territory, or pos- 
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session of the United States, of which the 
president and two-thirds or more of the 
board of directors and other managing 
officers thereof are such individuals and 
in which at least 75 per centum of the 
voting interest is owned or controlled by 
persons who are citizens of the United 
States or of one of its possessions. 

b. In the definition of “foreign tour op¬ 
erator/’ the phrase “as defined in Sec¬ 
tion 101(13) of the Act” is deleted, 60 
that the definition reads: 


“Foreign tour operator” means any 
person not a citizen of the United States 
(other than a direct foreign air carrier), 
who is (1) engaged in the formation of 
groups for transportation on one-stop- 
inclusive tour charters which originate 
in a foreign country and over whom the 
Board has declined to exercise its Juris¬ 
diction, or (2) engaged in the formation 
of groups for transportation on one-stop- 
inclusive tour charters which originate 
in the United States and who holds a 
permit issued pursuant to section 402 
of the Act authorizing such transporta¬ 
tion: Provided, That with respect to 
378a.21. 378a.24. 378a 25(a) (1) and 
(2). 378a.26-.33, 378a.50, 378a.105, and 
378a.107(c) (2), (3), and (4) the defini¬ 
tion of “Foreign tour operator” is con¬ 
fined to the definition set forth in sub- 
paragraph (2) of this definition. 

• • t • • 

c. In the definition of “one-stop-in- 
clusive tour operator” the phrase “as de¬ 
fined in Section 101(13) of the Act” is 
deleted, so that the definition reads: 

• ♦ • • • 
"One-stop-inclusive tour operator” 

(or “OTC operator”) means (1) any 
citizen of the United States (other than 
a direct air carrier), who is authorized 
hereunder to engage in the formation of 
groups for transportation on OTC’s in 
accordance with the provisions of this 
part; or (2) a foreign tour operator. 

• • • • • 

3. Section 378a.25. Operating authori¬ 
zation of tour operators, is amended by 
revising paragraphs (b) and (c) and by 
adding a new paragraph (d), so that the 
section would read: 

§ 378n.25 Operating authorisation of 

tour operator*. 

# • • • • 

(b) Not later than 15 days prior to 
the scheduled date of departure, in the 
case of North American OTC’s, and not 
later than 30 days prior to the sched¬ 
uled date of departure for all others, the 
tour operator shall simultaneously: 

(1) Transmit to the direct air car- 
rier(s): (i) A statement of the tour oper¬ 
ator affirming that each participant has 
entered into a contract with the operator 
as provided in this Part, and has made 
full payment of the total price of the 
charter tour; (ii) a statement of the 
depository bank, if any. affirming that 
it has received a deposit of the total 
charter price payable to the direct air 
carrier(s); and (iii) two copies of the 
certified passenger list, as required by 
paragraph (d) of ths section; and 


(2) File with the Board (Investiga¬ 
tion and Audit Division, Bureau of En¬ 
forcement) an original copy of CAB 
Form 378a-l, which appears as Appendix 
B to this Part, setting forth the name of 
each passenger in alphabetical order, 
his or her address and telephone num¬ 
ber. -and the name, address, and tele¬ 
phone number of the travel agent (if 
any) who sold the tour to the passenger: 
Provided, That for North American 
OTC’s where the outbound leg is sched¬ 
uled to depart on or after October 1, 
1978, the information required by this 
paragraph (b) shall be filed not later 
than 7 days prior to the scheduled date 
of departure. The information required 
to be filed with the Board, under this 
section, shall be deemed filed on the U.S. 
Postal Service postmark date imprinted 
on the envelope. 

(c) A tour operator may correct typo¬ 
graphical or spelling errors on filed pas¬ 
senger lists by filing a list of corrections 
with the Investigation and Audit Divi¬ 
sion, Bureau of Enforcement. A tour 
operator may make no other changes ex¬ 
cept corrections of clerical errors on filed 
passenger lists, in accordance with the 
following conditions: 

(1) The number of names on the cor¬ 

rected passenger list does not exceed the 
total number of seats chartered for the 
tour; and _ , , 

(2) The tour operator files the fol¬ 
lowing documents with the Investigation 
and Audit Division, Bureau of Enforce¬ 
ment: (i) A list of corrections, (ii) a 
statement certifying that any name to be 
listed by means of correcting a filed pas¬ 
senger manifest would have appeared on 
the original manifest but for a clerical 
error in preparing the list, and (iii) a 
photostatic copy of the passenger’s can¬ 
celed check, or if there be none, a copy 
of a receint or other kind of written 
evidence showing full payment of the 
tour price prior to the filing of the pas¬ 
senger list. 

(d) A tour operator filing a passenger 
list on CAB Form 378a-l. or corrections 
thereto, under paragraph (b) or <c). 
respectively, of this section, shall attach 
to those documents the following certi¬ 
fication/ and shall simultaneously trans¬ 
mit to the direct air carrier (s) two pho¬ 
tostatic copies (not carbons) of the cer¬ 
tified list and corrections, if any, to be 
used in identifying enplaning passengers: 

I. the undersigned.-°f 

(Title) 

__ certify that two photo- 

(Naroe of Operator) 

static copies of the attached document(s), 
and of this certification, were sent to 
__on this --- 

(Direct air carrier) (Date) 


(Signature) 


i whoever. In any matter within the Juris¬ 
diction of any department or agency of the 
United States, knowingly and willfully fal¬ 
sifies, conceals, or covers up by any trick, 
scheme, or device a material fact, or makes 
any false, fictitious, or fraudulent statements 
or representations, or makes or uses any false 
writing or document knowing the same to 
contain any false, fictitious, or fraudulent 
statement or entry, shall be fined not more 
than $10,000 or imprisoned not more than 0 
years, or both. Title 18 U.S.C. 1001. 


4. Section 378a.40. Charter not to be 
performed unless compliance with part, 
is amended by deleting the reference to 
9 378a.51, to read as follows: 

§ 378a.40 Charter not to be performed 
unless compliance with part. 

A direct air carrier shall not perform 
air transportation in connection with an 
OTC unless it has made a reasonable ef¬ 
fort to verify that all provisions of this 
Part have been complied with, and that 
the tour operator’s authority under this 
Part has not been suspended by the 
Board: Provided, however , That where 
an OTC is organized by a foreign tour 
operator over whom the Board has de¬ 
clined to exercise its jurisdiction pursu¬ 
ant to § 378a.23, no direct air carrier may 
perform air transportation in connection 
with such OTC unless the tour is formed 
and implemented in accordance with the 
general conditions and limitations set 
forth in Subpart B or Subpart F of this 
part, and the tour operator performs all 
acts and duties which this part requires 
to be performed by tour operators within 
the Board’s jurisdiction, other than the 
provisions set forth in §§ 378a.25(a) (1) 
and (2). 378a.28, 378a.30-.33, 378a.50. 
378a.105, and 378a.l07(c) (2). (3), and 
(4). 

5. Section 378a.41, Direct air carrier to 
identify enplanements, is amended to 
read as follows: 


§ 378a.41 Direct air carrier to identify 
enplanements. 

(a) A direct air carrier shall retain a 
true copy of each document which it has 
received from the charter operator pur¬ 
suant to § 378a.25, and shall make rea¬ 
sonable efforts to verify the identity of 
all enplaning passengers by use of a doc¬ 
ument bearing an identifying number, in 
order to ensure that enplanements are 
limited to persons whose names appear 
on its copy of the passenger list. For in¬ 
ternational flights, the identity of each 
enplaning passenger shall be verified by 
means of a passport, or if there be none, 
by means of any other travel identity 
document. For domestic flights a pass¬ 
port or other travel identity document 
should be used, if available, to identify 
enplaning passengers, but if no such doc¬ 
ument is available, then any other num¬ 
bered document such as a Social Security 
card may be used. 

(b) The direct air carrier shall, at the 
time of enplanement, enter, on its copy 
of the passenger list, the documentary 
source of the identification required by 
paragraph (a) of this section, Including 
the number appearing on the document. 

6. A new 5 378a.45, Record retention, Is 
added, to read as follows: 


378a.45 Record retention. 

A direct air carrier shall retain the in- 
ormation transmitted to it pursuant to 
378a.25, including its annotated copies 
f the passenger list, at its principal office 
rtthin the United States for aperiodo 
wo years: Provided, however. That if tn 
lirect air carrier does not maintain an 
fflee in the United States, it shall return 
he documents transmitted to it pursuan 
o § 378a.25 to the Bureau of Enforce- 
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ment within 7 days of performing the 
flight to which those documents pertain. 

7. Section 378a.50, Charter trip report¬ 
ing, is amended by revoking and reserv¬ 
ing paragraph (a), so that the section 
reads as follows: 

§ 378a.50 Charter trip reporting. 

(a) fReserved] 

(b) The direct air carrier shall • • * 


Title 17—Commodity and Securities 
Exchanges 

CHAPTER II—SECURITIES AND 
EXCHANGE COMMISSION 

l Release SAB-101 

PART 211—INTERPRETATIVE RELEASES 
RELATING TO ACCOUNTING MATTERS 

Publication of Staff Accounting Bulletin 
No. 10 


♦ • * • * 

(c) Within 30 days after termination 
of a tour or series of tours • • • 

• • • * • 

§ 378a. 51 [Revoked] 

8 . Section 378a.51, Reporting of OTC 
service under contract, is revoked. 

9. The instructions for properly com¬ 
pleting and filing CAB Form 378a-l r set 
forth in Appendix B to Part 372a, are 
amended to reflect the new filing proce¬ 
dures, to read in part as follows: 

Instructions 


Introduction. Form 378ar-l * Is to be used 
in filing the one-stop-inclusive tour charter 
passenger name list (OTCPNL). This list 
must be filed by the tour operator (TO) no 
later than 15 days before the scheduled date 
of departure In the case of North American 
OTC s, and no later than 30 days before the 
scheduled date of departure for all others, 
pursuant to section 378a.25 (the filing); and 
two photostatic or similarly reproduced 
copies of this form, submitted as required by 
1 378a.25(c), must be used as the enplane- 
ment list required to be prepared by the 
direct air carrier (DAC) and retained after 
the departure or return flight is performed, 
pursuant to section 378a.45. The Information 
required by all items on Form 378a-1 shall 
be typewritten except items 12 (Passenger 
Status), 15 (Enplanement Identification), 
and 18 (Prepared By), which may be hand¬ 
written in pen. 


Procedures for filing. The TO will prepare 
Form 378a-l according ot the instructions 
»et forth below and shall file an original 
1116 Board ’ 8 Investigation and 
Audit Divistion. Bureau of Enforcement. The 
simultaneously file two photostatic 
^produced copies (no carbons) 
, , DAC ’ one c °py of which will be 
OTC ^P^ure flight, the other 
lor the OTC return flight. 


The Division of Corporation Finance 
and the Office of the Chief Accountant 
today announced the publication of 
Staff Accounting Bulletin No. 10. The 
statements In the Bulletin are not rules 
or interpretations of the Commission nor 
are they published as bearing the Com¬ 
mission's official approval; they repre¬ 
sent interpretations and practices fol¬ 
lowed by the Division and the Chief Ac¬ 
countant in administering the disclosure 
requirements of the federal securities 
laws. 

Staff Accounting Bulletin No. 10 pro¬ 
vides interpretations of Accounting 
Series Release No. 190 141 FR 135961. 
This release (the adoption of Rule 3-17 1 
of Regulation S-X [17 CFR 210.3-171) 
requires the disclosure of replacement 
cost data by certain registrants effective 
for years ending on or after December 25, 
1976. 

George A. Fitzsimmons. 

Secretary. 

July 27,1976. 

Changes to Staff Accounting Bulletin 
No. 9 

In SAB No. 9 [41 FR 26083] (which 
also interpreted ASR No. 190) a revision 
to the definition of “mineral resource 
assets" appearing in SAB No. 7 [41 FR 
136001 was made. Since the issuance of 
SAB No. 9, further suggestions have been 
made to this definition as it relates to the 
mining industry. The definition of min¬ 
eral resource assets in SAB No. 9 read as 
follows:' 

10. Applicability of § 210.3-17 


Facts: 


A. EXEMPTIONS 


in? C ' 204 < a ). <01. 402. 407. 416(a) 

Avl »tlon Act of 1958, a 
fended, 72 Stat. 737 (as amended), 743, 76 - 

m, Rn ^ dcd)> 757 ' 7 00. 771. 788; (49 UU.C 
1301. 1324, 1371 i 37a 1377 1386 _ 1481) , 

By the Civil Aeronautics Board. 

Phyllis T. Taylor, 

Secretary. 

IFR Doc.76-24470 Filed 8-19-76;8:45 am] 

from «»e Board'; 
^cations Services Section. 


Section 210.3-17 permits delayed applica¬ 
tion for mineral resource assets and certain 
foreign assets. 

Question 1. What are "mineral resource 
assets"? 

Interpretive Response: 

Mineral resource assets are defined as those 
costs shown on the balance sheet represent¬ 
ing assets which are directly associated with 


1 The term "rule" has been replaced by the 
appropriate section number of the Code of 
Federal Regulations. Accordingly, Rule 3-17 
is referred to as § 210.3-17. 


and which derive value from mineral reserves. 

For the oil and gas industry these costs in¬ 
clude the following: 

1. Intangible drilling and development 
costs. 

2. Capitalized nonproductive costs, delay 
rentals, overhead and similar costs. 

3. Producing and nonproducing leasehold 
costs. 

4. Down-hole equipment. 

6. Well-head equipment. 

6. Lease production facilities—tanks, flow¬ 
lines, separators, above-ground pumps, com¬ 
pressors, etc. 

7. Gas cycling plants. 

8. Processing faculties located in a field 
in which the company owns interests in pro¬ 
ducing leases. 

9. Support faculties—power plants, field 
living quarters, etc. 

10. Gathering systems to the point of mar¬ 
ket in the field. 

11. Offshore platforms. 

All costs which Involve processing, trans¬ 
portation; refining, distribution, and market¬ 
ing are not classified as mineral resource as¬ 
sets. Examples include the following: 

1. Refineries. 

2. Transportation equipment and * faculties 

beyond the point of market in the field_ 

Including plpeUnes, barges, trucking equip¬ 
ment. 

3. Drilling equipment an related facilities 
used in drUUng operations. 

For extractive industries other than oU 
and gas, mineral resource assets are those 
which represent depletable mineral prop¬ 
erty. l.e., capitalized costs related to acquisi¬ 
tion, exploration, and development of ore 
bodies. MlUs, rolling stock, and other mining 
equipment are not considered mineral re¬ 
source assets. 

The last paragraph of the Interpretive Re¬ 
sponse is replaced with the following: 

For the mining industry these costs include 
the following: 

1. Capitalized costs related to— 

a Acquisition of mineral rights, leases or 
properties; 

b. Exploration; 

c. Development of ore bodies. 

2. All assets employed in the extraction 
and conversion process which are necessary 
to produce mineral product or products 
which are commerciaUy marketable. 

3. Processing assets, located at or dedicated 
solely to a mine or mines in which the com¬ 
pany has an economic Interest, which are de¬ 
signed with specific regard to the particular 
physical or chemical characteristics of the 
ores being mined or the scale of operation, 
and which, by their nature, would have only 
nominal economic value in the absence of 
the ores they were designed to treat. 

4. Supportive facilities such as power gen¬ 
erating and distribution facilities, mine 
transportation facilities, townsitea, other 
infrastructure, etc., which derive value solely 
because of the existence of the ore body. 

All costs which involve processing, manu¬ 
facturing and fabricating facilities which are 
not directly associated with, nor derive value 
from, a particular mineral deposit in which 


• "And" incorrectly appeared as "of" In SAB 
No. 9. 
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the company has an economic interest, e.g., 
smelters and refineries which obtain their 
feed from outside shippers, are not mineral 
resource assets. 


In SAB No. 9 the following was stated 
regarding financing leases: 

6. Replacement Cost of Productive Capacity 

D. FIN AN CENG LEASES 

Facts: 

Section 210.3-17(c) states: "For purposes 
of this rule, assets held under financing leases 
as defined In $ 2l0.3-l6<g) shall be Included 
in productive capacity." 

Section 210.3-16 (g) does not require sep¬ 
arate disclosure of noncapitalized financing 
leases unless the present value of the mini¬ 
mum lease payments Is greater than 6 percent 
of the sum of long-term debt, stockholders’ 
equity and the present value of the minimum 
lease commitments. 

Question: 

If noncapitalized leases are not required 
to be separately disclosed In the historical 
cost financial statement footnotes, may re¬ 
placement cost data related to such leases 
be excluded from the determination of the 
replacement cost of productive capacity? 

Interpretive Response: 

Yes, except in unusual factual circum¬ 
stances where the replacement cost of 
such leased assets may have increased so 
significantly compared to other asr'ts 
that such assets on a replacement cost 
basis would constitute a significant part 
of productive capacity computed on that 
basis. 

Correction: 

The references to § 210.3-16<g) in 
'•Facts" are changed to § 2l0.3-16(q). 

• • * • • 

In SAB No. 9 the following was stated 
with respect to the North American con¬ 
tinent: 

10. Applicability of S 210.3-17 

c. DELAYED EFFECTIVENESS FOR MINERAL RE¬ 
SOURCE ASSETS AND CERTAIN FOREIGN ASSETS 

Facts: 

Section 210.3-17 requires that replacement 
cost data related to assets located within the 
North American Continent and the countries 
of the European Economic Community be 
disclosed for fiscal years ending on or after 
December 25, 1976. 

Question 1. Does the 6taff consider Mexico, 
Latin American countries (including Puerto 
Rico) and Hawaii to be part of the North 
American continent? 

Interpretive Response: 

Yes. 


Corrections: 

Question 1 is changed to read as follows: 

Question 1. Does the staff consider Mexico, 
other countries north of the Panama Canal 
(Including Puerto Rico) and the Hawaiian 
Islands to be part of the North American 
continent? 


NEW INTERPRETATIONS 

Topic 6: Interpretations of Accounting Series 
Releases 

I. Accounting Series Release No. 190— 
Amendments to Regulation 8-X Requiring 
Disclosure of Replacement Cost Data (5 210.- 
3-17). 


1. Definitions and Concepts 


Question: 


B. PRODUCTIVE CAPACITY 

Question 6. Is construction work In prog¬ 
ress part of productive capacity? 

Interpretive Response: 

For the purposes of $ 210.3-17 construction 
work In progress is not considered to he part 
of productive capacity. 

Question 7. For purposes of § 210.3-17, are 
rlghts-of-way and extractive rights con¬ 
sidered to be intangible (and thus not re¬ 
quired to be included in the disclosure of 
replacement cost data) ? 

Interpretive Response: 

Rlghts-of-way are usually considered in¬ 
tangibles or land costs and are thus excluded 
from § 210.3-17. Extractive rights are gen¬ 
erally mineral resource assets. 

• • • • • 

D. FUTURE TECHNOLOGY AND ENVIRONMENTAL 
CONSIDERATIONS 

Facts: 

Replacement cost differs from reproduc¬ 
tion cost In that the former considers tech¬ 
nological change whereas the latter does not. 
In addition, costs associated with environ¬ 
mental protection devices not embodied In 
existing assets should be considered in the 
determination of replacement cost. 

Question: 

In determining the replacement cost of 
productive capacity, should the computations 
be based upon technology and environmental 
considerations existing as of the determina¬ 
tion date or should an attempt be made to 
forecast such technology and environmental 
considerations (and the related costs) that 
are expected to be existing at the date re¬ 
placement Is expected to occur? 

Interpretive Response: 

The computations should be based upon 
technology and environmental conditions 
existing as of the determination date. To do 
otherwise would not necessarily result in 
providing the reader with information on 
the "current economics of the business’* 
which Is the principal objective of ASR No. 
190. With respect to environmental condi¬ 
tions. consideration will be required for 
regulations adopted and not presently In 
effect but which will be In effect prior to 
actual replacement or with which manage¬ 
ment expects to comply If replacement will 
occur prior to the regulation becoming 
effective. 

2. General 

E. FURNISHING SUMMARIZED FINANCIAL DATA OF 
INVESTEES 

Facts: 

Registrants frequently present summarized 
financial data of Investees which are ac¬ 
counted for on the equity method. Such 
presentations often display (on a historical 
cost basis) inventories, gross and net prop¬ 
erty. plant and equipment, cost of sales and 
depreciation expense. 

Question: 

Is replacement cast information required 
to be Included with the summarized financial 
data? 


Is the use of indices an acceptable approach 
to the determination of replacement co6t? 

Interpretive Response: 

If the use of the Indices results in a rea- 
Bonable approximation of replacement cost 
computed on an liem-by-item basis (or 
other appropriate method), the use of such 
indices will be acceptable. It Is Important to 
note, however, that In many Instances the 
use of indices will result In reproduction cost 
which may not be a reasonable approxima¬ 
tion of replacement cost. 

3. Replacement Cost of Inventories 
e. vertically integrated operations 
Facts: 

Company A and Company B are part of a 
vertically integrated conglomerate with s 
common parent and are Included in the con¬ 
solidated financial statements of the par- 
— ent. In addition. Company A and Company 
B each file separately with the SEC. All of 
Company A's sales arc to Company B. 

Question: 

When Company B computes replacement 
C06t of Inventory and co3t of sales In Its 
separate financial statements, should It con¬ 
sider Company A’s replacement cost data In 
making the computation or Is It acceptable 
to use the Invoiced cost of goods purchased 
from Company A? 

Interpretive Response: 

Company B generally should use the cur¬ 
rent Invoiced cost of goods as Its basis for 
computing replacement cost. The fact that 
two companies are related should not affect 
the method of calculation. Company B should 
treat its purchases from Company A in the 
same manner as It treats purchases from 
other suppliers. 

• • • • 

5. Limited Use Assets 

b. construction contracts 

Facts: 

Company A Is a custom engineering com¬ 
pany. Its services encompass design and/or 
fabrication and/or erection of structures 
specifically engineered to meet the particu¬ 
lar individual contract requirements of each 
customer. The majority of the contracts sre 
long-term and the contract price may be 
either fixed or variable. 

Question: 

Are the replacement cost disclosures 
specified in $ 210.3-17 (a) and (b) required 
for such contracts? 

Interpretive Response: 

Inventories and productive capacity ac¬ 
quired solely for use on specific long-term 
construction or engineering contracts are 
considered by the staff to generally not u 
subject to § 210.3-17. This exclusion recog¬ 
nizes the direct relationship between histor¬ 
ical costs and contractual revenues In suen 
cases. 

6. Replacement Cost of Productivk Capacity 

E. FINANCING LEASES 

Facts: 


Interpretive Response: 
No. 


F. USE OF INDICES 

Facts: 

Many companies plan to use Indices and 
other publicly available data In the deter¬ 
mination of the replacement cost of produc¬ 
tive capacity. 


Under existing generally accepted accoun - 
ig principles set forth In Opinion No. 
le Accounting Principles Board, only 
hlch are clearly In substance 
urchases of property are capitalized*^ 
urposes ol J 210.3 17. productive capacUj 
icludea assets held under Bnanclng leas 
i denned In ( 2I0.3-I6(q). 8ectlon.210.3- 
3(q) requires certain disclosures related 
oncapitullzed financing leases, including t 
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Impact upon net Income of capitalizing the 
lease obligations. 

Question 1. Should the current replace¬ 
ment cost of facilities held under capitalized 
financing leases be based on (1) the terms of 
a new lease based on current economic con¬ 
ditions or (2) the current replacement cost 
of the underlying leased facility? 

Interpretive Response: 

Replacement cost disclosures for capitalized 
leases should be based on the current re¬ 
placement cost of the underlying assets. 

Question 2. Should the current replace¬ 
ment cost of productive capacity repre¬ 
sented by assets held under noncapitalized fi¬ 
nancing leases be based on (1) the terms of 
a new lease that would be entered into under 
current economic conditions or (2) the cur¬ 
rent replacement cost of the underlying 
lease facility? 


Interpretive Response: 

Generally, the replacement cost disclosures 
should be based on the current replacement 
cost of the underlying leased facility, since 
5 210.3-17 pertains only to replacement of 
inventories and productive capacity and not 
to related financing. 

Because financing leases, as defined in 
3 2l0.3-16(q), may not be capitalized in the 
historical cost financial statements, disclos¬ 
ure of the effect of such capitalization on in¬ 
ventories, cost of sales, productive capacity, 
and depreciation, depletion and amortization 
may be necessary If the historical cost ac¬ 
counting for leases signlflcaLtly distorts 
comparisons of the replacement cost data 
with that included in the financial state¬ 
ments. 

For Instance, the present value of the lease 
commitments for noncapitalized financing 
leases (as determined in response to 3 210.3- 
lGfq) (4)) may have to be added to the his¬ 
torical cost of productive capacity for com¬ 
parison with the replacement cost of pro¬ 
ductive capacity when the latter Includes 
significant amounts for assets currently 
leased. Also, rentcl expe: se on noncapitalized 
financing leases may have to be deducted 
from historical cost of sales; and the amor¬ 
tization of the present value of lease com¬ 
mitments added to historical depreciation, 
depletion and amortization and cost of sales, 
a* applicable, to enable comparison with de¬ 
preciation, depletion and amortization on a 
replacement cost b23l3 when the replacement 
cost data includes assets currently leased. 
If significant distortions result from land 
bring included In a financing lease, disclo¬ 
sure of the effects would be necessary. 

r. USED EQUIPMENT AND FACILITIES 

Facts: 


Some companies commonly acquire used 
facilities and equipment in replacing their 

productive capacity. 

Question: 


What should be the basis for de'termlnlx 
replacement cost In thc^e circumstances? 
interpretive Response: 

replacement cost disclosures shoul 

in J mad f 0n the bas,s of th0 current Bel 
K value of the company’s assets in the use 

cm.M k H ° Wever ’ the ob Jectlves of $ 210-3.1 
ansi 1,** achieved In certain situations h 
ment wlth used c ‘i u, P me ‘ 

h,?? 118 a PP roac h could be Justified by 

C4mar?tv la \fi? 0llCy ° f re P lacln 8 products 
S wl 4 th used Items considering currer 

diHons woulrt Um8tanCe8 ' Thc fclIowln 8 con 
basins roro ap P car *° bc necessary fc 
oi ?* Pl ' Rcement cost on the current price 

used Items; 


1. Used facilities and equipment are avail¬ 
able and, in management’s Judgment, will 
continue to be available during the remain¬ 
ing life of its existing productive capacity. 

2. Under current economic conditions, 
management would replace its productive 
capacity with used facilities and equipment. 

The cost of the used facilities and equip¬ 
ment would become the gross replacement 
cost for purposes of 5 210.3-17. Disclosure 
should be made If used facilities and equip¬ 
ment provide the basis for replacement of a 
significant portion of productive capacity. 

C. ADDITIONAL LAND REQUIRED TO REPLACE 
PRODUCTIVE CAPACITY 

Facts : 

Occasionally, significant amounts of land. 
In addition to that already owned, must be 
acquired to replace productive capacity. For 
instance, textile manufacturing companies 
are replacing old multi-level facilities with 
single-level facilities, which are more efficient 
using modern techniques but which require 
larger plant sites. 

Question : 

Should the cost of the additional land be 
Included in the replacement cost disclosures? 

Interpretive Response: 

In general. S 210.3-17(c) does not require 
disclosure of the replacement cost of land. 
If the cost of the additional land to be ac¬ 
quired is estimated to be significant, sup¬ 
plemental disclosure may be required by 
3 210.3-17(f). 

H. ASSETS NOT TO BE REP1.ACED 

Facts: 

Section 210.3-17(c) states: "In the case of 
any major business segments which the com¬ 
pany does not intend to maintain beyond the 
economic lives of existing assets, the dis¬ 
closures set forth in subsections (c) and (d) 
of this section are not required provided full 
disclosure of the facts, amounts and circum¬ 
stances is made.” 

Question: 

In demonstrating •‘intent,” is it necessary 
to have a formal plan of disposal (see para¬ 
graph 14 of APB Opinion No. 30)? 
Interpretive Response: 

The disclosure by management of its in¬ 
tent to reduce productive capacity is not 
likely to be made without careful consider¬ 
ation. For this reason, it presently does not 
seem necessary to require the existence of a 
formal plan. 

I. PRODUCTIVE CAPACITY OF RETAILERS 
Facts : 

Because of construction, design and flxtur- 
Ing changes in recent years, retailers have 
been able to reduce the number of square 
feet in newly constructed and leased stores 
while at the same time maintaining the 
same volume and merchandise capacity, as 
well as physical appeal and other charac¬ 
teristics of larger stores. 

Question: 

In computing the replacement cost of 
existing productive capacity, should such 
computations be based upon the cost of re¬ 
placing the larger number of retailing 
square feet or Is it more appropriate to use 
the cost based upon the reduced footage? 

Interpretive Response: 

It would seem that a reasonable basis for 
expressing the productive capacity of a re¬ 
tailer would be potential sales volume. For 
example, a store of current design employ¬ 
ing vertical fixturlng and with 100.000 square 
feet may have the same potential sales ca¬ 
pacity as an existing store employing hori¬ 


zontal flxturing and with 120,000 square 
feet. Inasmuch as recent technological 
change has resulted In greater volume per 
square foot and replacement cost is defined 
as "the lowest amount that would have to 
be paid In the normal course of business to 
obtain a new asset of equivalent operating 
or productive capacity,” it Is the staff's view 
that it would be appropriate to use the re¬ 
duced footage as the basis for the replace¬ 
ment cost computations. 

J. UNDERUTILIZATION OF PRESENT FACILITIES 

Facts: 

A registrant is currently operating major 
facilities at 70 percent of total physical 
capacity. 

Question:' 

Is productive capacity for the purpose of 
computing replacement cost total physical 
capacity or the present utilization of physi¬ 
cal capacity (in this instance. 70 percent of. 
the physical capacity) ? 

Interpretive Response: 

The determination of productive capacity 
will necessarily require analysis of the facts 
pertaining to each situation. In making such 
analysis, it may be useful to distinguish be¬ 
tween lale capacity (temporary or normal 
underutilization without long-run conse¬ 
quence) and excess capacity (a permanent 
decline in utilization). 

Rarely are productive facilities operated 
near 100% capacity. Recession, seasonal 
variation, capacity additions planned to sat¬ 
isfy future growth and increasing marginal 
costs as actual production approaches theo¬ 
retical capacity all contribute to normal 
conditions of varying underutilization. Nor¬ 
mal instances of underutilization (idle ca¬ 
pacity) are a fact of business life that would 
not require adjustment in replacement 
costing. 

On the other hand, there may be unusual 
instances in which capacity Is far in excess 
of foreseeable requirements, caused by rela¬ 
tively permanent changes in the business 
having long-run consequence (e.g., declining 
market or permanent shortage in raw ma¬ 
terials supply). Excess capacity would be 
analogous to a segment of capacity that 
management would not replace; and. there¬ 
fore, replacement cost data related to the 
excess capacity would be irrelevant and not 
reported. One indication of permanent ex¬ 
cess capacity would be underutilized facili¬ 
ties for which a vrrite down cf historical bcok 
value would be appropriate; however, analy¬ 
sis of excess capacity should not be restricted 
solely to such Instances, because, for exam¬ 
ple. excess capacity may occur In older plants 
where historical book value is not significant 
enough to warrant adjustment. 

• • • * * 

8. Disclosure of Methods and Other 
Information 

D. SCHEDULE OF HISTORICAL COST FINANCIAL 

STATEMENT HEMS INCLUDED IN AND EX¬ 
CLUDED FROM THE REPLACEMENT COST DIS¬ 
CLOSURES 

Facts: 

Section 210.3-17 requires certain amounts 
to be included in the replacement cost data 
which are not part of the historical cost data 
(e.g., noncapitalized financing leases) and 
permits the exclusion of certain other 
amounts from the replacement ccst require¬ 
ment which are Included within the histori¬ 
cal coat data (e.g., land, and, for one year, 
mineral resource assets and assets located 
outside tho North American continent and 
the countries of the European Economic 
Community). When material amounts are 
involved, it would seem appropriate to pro¬ 
vide a schedule to enable the reader to 
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make a comparison between the historical 
cost data and the replacement cost data. 

Question: 

Does the staff have any suggestions or 
preferences for the format of such a schedule 
of Items Included In and excluded from the 
replacement cost disclosures? 

Interpretive Response : 

A schedule-ls usually helpful to enable 
comparisons with the historical cost data, 
when differences occur between the Items In¬ 
cluded In or excluded from the replacement 
cost data, as described above. 

The staff has no preferences for the format 
of such a schedule. A major public account¬ 
ing firm has suggested the following as a 
possible format for Inventories and produc¬ 
tive capacity which appears acceptable: 



Inventories 

(thousands) 

Property, 
plant, and 
equipment 

Amount*/or which replace¬ 
ment cost data are 
provided .. 

$421,300 

17,900 . 

$1,215,112 

(1(M. 912) 

Present vido*' of future 
rentals for noncapitalised 
financing leases as deter¬ 
mined at inception of tho 

leases (deduction)... 

Obsolete and discontinued 
inventory items—at net 
realizable value 

Land—at cost_ 

25,000 

Assets outside the North 
American continent and 
the European Economic 
Community and mineral 
resource assets—at cost... 

11,800 

41,800 

Total as shown on the 
accompanying con¬ 
solidated ltalunce 

sheet. 

451,000 

1,180,000 


T. replacement cost depreciation in other 

REPLACEMENT COST DATA 


Facts: 

The following language Is contained In 
S 210.3-17<e): “If depreciation, depletion or 
amortization expense Is a component of In¬ 
ventory costs or cost of sales, indicate that 
fact and cross-reference the answer for this 
subsection In subsection (b) |replacement 
cost of sales | in order to avoid potential 
duplication in the use qt these data." 

Question : 

Is the intent of the above to require that 
replacement cost depreciation be included 
in the amounts disclosed for replacement cost 
of Inventories and cost of sales? 

Interpretive Response: 

The purpose of the above language Is to 
avoid double-counting depreciation expense. 

Many companies allocate depreciation ex¬ 
pense to cost of sales, selling, general and 
administrative expense and other accounts, 
while other companies report depreciation 
expense as a slngle-llne Item In their Income 
statements. Companies reporting In the 
former format might Inadvertently "double- 
count’* the element of depreciation expense 
allocated to cost of sales, first when report¬ 
ing cost of sales (which would Include an 
allocation of depreciation expense) and sec¬ 
ond when reporting total depteclatlon. To 
avoid such double-counting, f 210.3-17(e) 
requires a cross-reference. 

For example, the following would be appro¬ 
priate methods of providing this cross-ref¬ 
erence for cost of sales: 



Historical 

cost 

Replacement 

cost 

Method 1: 

C ost of sales (including 
$300,000 historical cost 
depredation and 

$5 «o,ooj replacement 
cost depreciation j. 

$7,000,000 

$10,000,000 

Depreciationcxixmsc (ex¬ 
clusive of amounts al¬ 
located louo&iofsittas).. 

503,000 

730,000 

Method 2: 

Cos: of sales (exclusive of 
depreciation expense).— 

ft, 700,000 

V. 500,000 

Depreciation expense (in¬ 
cluding $300,000 histori¬ 
cal cost and $500,000 
replacement cost depre¬ 
ciation applicable to 
cast of sales). 

£00,000 

1,250,000 


F. F U RTHER DETAILS OF REPLACEMENT COST 
DATA 

Facts: 

Section 210.3-17 requires disclosure of In¬ 
ventories and gross and net productive ca¬ 
pacity (frequently equivalent to gross and net 
property, plant and equipment). Regulation 
S-X requires details of historical cost 
amounts of Inventories (raw materials, work- 
in-process, finished goods, etc.) and property, 
plant and equipment (land, buildings, ma¬ 
chinery and equipment, etc.). 

Question: 

Are equivalent details required for replace¬ 
ment cost data? 

Interpretive Response: 

Section 210.3-17 does not require such 
details; however, the staff believes they will 
frequently be useful to readers of financial 
statements and encourages registrants to 
provide them. 

9. Miscellaneous 

B. LAND HELD FOR INVESTMENT 

Facts: 

Company A (not a real estate development 
company) owns lands which Is held for In¬ 
vestment (probable bulk sale anticipated 
rather than development Into housing, com¬ 
mercial or Industrial projects). 

Question I. Is such land Includible In prop¬ 
erty, plant and equipment for the purpose 
of determining whether Company A has In¬ 
ventory and gross property, plant and Inven¬ 
tory in excess of $100 million? 

Interpretive Response: 

No. 

Question 2. Assuming Company A has In¬ 
ventories and gross property, plant and 
equipment In excess of $100 million, must 
replacement cost data be provided for the 
land held for Investment? 

Interpretive Response: 

No. 

10. Applicability of J 210.3-17 

A. EXEMPTIONS 

Facts: 

Section 210.5-17 permits delayed applica¬ 
tion for mineral resource assets and certain 
foreign assets. 

Question 2. What assets are subject to the 
one year exemption for mineral resource as¬ 
sets for those Industries (such as steel and 
Portland cement) in which companies own 
mineral resources, all or some of which are 
used In their manufacturing operations? 


Interpretive Response: 

Mineral resource assets are defined us 
"those costs shown on the balance sheet rep¬ 
resenting assets which are directly associa¬ 
ted with and which derive value from mineral 
reserves." For industries such as the steel 
and portland cement Industries, mineral re¬ 
source assets would be limited to those as¬ 
sets representing costs cf acquiring and de¬ 
veloping mineral reserves and would not In¬ 
clude any costs of their manufacturing oper¬ 
ations. 

C. DELATED EF F EC T IV ENESS FOR MINERAL 
RESOURCE ASSETS AND CERTAIN FOREIGN ASSETS 

Facts: 

Section 210.3-17 requires that replacement 
ccst data related to assets located within 
the North American continent and the coun¬ 
tries of the European Economic Community 
be disclosed for fiscal years ending on or 
after December 25, 1970. 

Question 4. What should be the basis for 
determining whether or not assets such as 
ships engaged in international trade and 
drilling rigs are subject to the one-year 
exemption? 

Interpretive Response: 

Generally, the country of registry should 
be the basis for such determination. Re¬ 
placement costs for such assets may be more 
susceptible to determination than for cer¬ 
tain other types of foreign assets; and. while 
not required prior to December 25. 1977, the 
staff encourages earlier compliance. If prac¬ 
ticable. 

Question 5. When a contract Is let by one 
company of a controlled group (which may 
Include companies and Involve a customer 
located outside the North American conti¬ 
nent and the countries of the European 
Economic Community) and when that com¬ 
pany in turn subcontracts all or part of the 
work to other companies in the group, should 
the origin of the costs, location of the ma¬ 
terials, or location of the customer govern 
for purposes of § 210.3-17? 

Interpretive Response: 

The staff will not object If either origin 
of cost or location of the materials is used 
as the basis for determining that replace¬ 
ment cost data need not be provided for fiscal 
years ending prior to December 26. 1977. The 
staff does not believe that location of the 
customer should govern. 


D. SIZE TEST 


Question 2. In determining whether a 
registrant has inventories and gross prop¬ 
erty, plant and equipment In excess of $100 
million, should Inventories and property, 
plant and equipment of unconsolidated sub¬ 
sidiaries and companies accounted for on 
the equity method be added to the Inven¬ 
tories and gross property, plant and equip¬ 
ment of the registrant and Its consolidated 
subsidiaries? 

Interpretive Response: 

No. 


E. COMPARATIVE DATA IN FIRST TEAR OF 
APPLICABILITY 

lets: 

Company A Is exempt from the requln- 
ents of ASR No. 190 for 1976. However, at 
to beginning of 1977 the total of Inventory 
id groes property, plant and •julpmein 
ceeds $100 million and 10% of total assets* 
>nsequently. replacement cost inforiuatw 
required to be presented with Its 10 •< 
oanclal statements. 


FEDERAL REGISTER, VOL 41, NO. 163—FRIDAY, AUGUST 20, 1976 























35167 


Question: 

Is Company A required to present replace¬ 
ment coat information for both 1976 and 
1977 or only for 1977? 

Interpretive Response: 

Section 210.3-17 provider that replacement 
cost Information for both 1976 and 1977 must 
be presented. However, If the preparation of 
such data for 1976 would cause an undue 
burden, the registrant should request a 
waiver of this provision and the staff will 
generally be responsive to such a request. 

F. USERS or FORM 12-K 

Facts: 

Certain registrants satisfy their Securities 
Exchange Act of 1934 annual financial in¬ 
formation reporting requirements by filing 
Form 12-K. This form may be used by the 
Issuers specified below for annual reports 
pursuant to Section 13 or 15(d) of the 1934 
Act: 

(1) Any issuer which files annual reports 
with the Federal Power Commission on that 
agency’s Form No. 1 or Form No. 2 and whose 
annual report to stockholders for Its last fis¬ 
cal year contains financial statements (other 
than schedules) prepared and certified sub¬ 
stantially in accordance with Regulation 
8-X; 

(2) Any issuer which files annual reports 
with the Interstate Commerce Commission 
pursuant to Section 20, 220, or 313 of the 
Interstate Commerce Act; or 

(3) Any issuer which files annual reports 
with the Federal Communications Commis¬ 
sion pursuant to Section 219 of the Com¬ 
munications Act of 1934. 

The latter two i'suer groups. (2) and (3) 
above, are not required to comply with Regu¬ 
lation S-X: issuers in group (1) are required 
to comply with Regulation S-X. 

Question: 

Are companies that use Form 12-K and 
that are not required to comply with Regu¬ 
lation S-X required to supplement such form 
with replacement cost Information? 

Interpretative Response: 

No. although the staff strongly recommends 
such disclosure. Registrants using Form 12-K. 
should be aware that the staff is giving seri¬ 
ous consideration to recommending to the 
Commission that Form 12-K be eliminated: 
in which case, those registrants presently 
hslng this form would be required to use 
Form 10-K for years commencing after De¬ 
cember 31. 1976. 

(FR Doc.76-24354 Filed 8-19-76;8:45 am | 


(Release No. 34-127001 

PA fJ 240—GENERAL RULES AND REGU¬ 
LATIONS SECURITIES EXCHANGE ACT 
OF 1934 

PART 249—FORMS, SECURITIES 
EXCHANGE ACT OF 1934 

Modification of SECO Fees and 
Assessments 

The Securities and Exchange Com- 
\ announced today that it has 
n n^odiflca tions to its fee schedule 

ana to the list of annual assessments for 
1 K Bar 1976 Payable to the Commis- 
* re 8istered broker-dealers who 
32*52* ?^ mbers °* the National Asso- 
2SE* Securitles Dealers, Inc. (“non- 
member or -SECO” broker-dealers), 
ftml c ommlssion also has adopted 

UbSS?** 10 Rule 15b9 - 1 2 * * <17 CFR 
4U.i5b9-2) to conform the SECO fls- 
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cal year to the new federal fiscal year, 
October 1-September 30.' Accordingly, 
SECO charges for fiscal year 1976 will be 
based upon the fifteen month period 
from July 1, 1975, to September 30, 1976. 
As a result of this change, the last date 
for filing Form SECO-4-76 is Septem¬ 
ber 1, 1976/ 

Sections 15(b)(7) and 15(b)(8) (15 
U.S.C. 78o(bX7) and (b)(8)) of the 
Securities Exchange Act of 1934 (the 
“Act”), as recently amended, 5 authorize 
the Commission to collect such reason¬ 
able fees and charges as may be neces¬ 
sary to defray the costs of additional 
regulatory duties required to be per¬ 
formed with respect to nonmember 
broker-dealers and their associated per¬ 
sons/ Pursuant to these sections, the 
Commission’s Rule 15b9-l (17 CFR 

$ 240.15b9-ll) establishes initial entry 
fees and Rule 15b9-2 provides for annual 
assessments. Under the amendments 
adopted today, the special instructions 
to Form U-4 (formerly Form SECO-2) 
under Rule 15b9-l, which sets initial fees 
paid by SECO broker-dealers on behalf 
of new associated persons, are revised 
and a new Form SECO-4-76 under Rule 
15b9-2, which establishes the levels for 
annual nonmember assessments for the 
current fiscal year, is adopted. 

Tlie Commission has this year deter¬ 
mined to modify the annual SECO 
assessment schedule to Include a gross 
income levy, in order to mitigate possible 
inequities in the current assessment 
structure. Up to the present time, there 
has been no SECO levy directly related 
to the volume of business done by SECO 
firms; the main source of SECO revenue 
has been the fees and assessments re¬ 
lated primarily to the number of securi¬ 
ties personnel employed by each firm. 
The Commission believes that a gross in¬ 
come assessment based upon securities 
revenue will produce a more equitable 
method of assessment and can be admin¬ 
istered without undue burden on SECO 
firms or the Commission. 

As a result of the introduction of the 
new gross income levy, certain other 
charges will be reduced, as indicated 
below. 

Initial FEEs for Nonmember Broker- 
Dealers 

Rule 15b9-l provides that every broker 
or dealer who becomes registered with 


1 These amendments were published for 
comment in Securities Exchange Act Release 
No. 12490 (May 28. 1976); 41 FR 23423 

(June 10. 1976). Those comments received 
by the Commission have been given due 
consideration. 

a Because of the changes to Form SECO-4- 
76 and to give respondents adequate time to 
file, the last date for filing and payment, for 
this year only. Is extended to September 10, 
1976. 

•The numbering of these sections was 
changed by the 1975 Amendments to the 
Securities Exchange Act of 1934 (Pub. L. 94- 
29 (June 4, 1975)): they were formerly sec¬ 
tions 15(b)(8) and 15(b)(9), respectively. 

•SECO fees and assessments are In addi¬ 
tion to any charges levied by the Municipal 
Securities Rulemaking Board. 


the Commission and who does not make 
a bona fide application for membership 
to a registered securities association 
within 45 days of such registration must 
file with the Commission a Form U-4 on 
behalf of each associated person and pay 
to the Commission the fee prescribed by 
the form. This form also must be filed 
and an initial fee paid each time an indi¬ 
vidual becomes associated with a SECO- 
broker. The fee for fiscal year 1975 was 
$50; the reduced fee, to be set forth on 
the revised special instructions to Form 
U-4, is $35/ The text of the special in¬ 
structions to Form U-4, as adopted, is 
as follows; 

Special Instructions for Completing 

Form U-4 Uniform Application for 

Securities and Commodities Industry 

Representative and/or Agent 

non-member (“seco”) broker-dealers 

1. Rule 15b8-l under the Securities Ex¬ 
change Act of 1934 (“Act”) provides that 
this Form must be filed by every broker 
or dealer registered under Sections 15 or 
15B of the Act who is not a member of a 
registered securities association (e.g. t the 
National Association of Securities Deal¬ 
ers, Inc.) for every associated person en¬ 
gaged directly or Indirectly in securities 
activities for or on behalf of such non¬ 
member broker or dealer, before such 
person engages in any activities on be¬ 
half of such broker or dealer unless such 
broker-dealer is qualified for an exemp¬ 
tion from compliance with this Rule. 

2. A filing fee of $35 must accompany 
tills Form. A check should be made pay¬ 
able to the Securities and Exchange 
Commission and mailed with one (1) 
copy of this Form to the Office of the 
Comptroller. 

3. Under Sections 15(b), 17(a) and 
23(a) of the Act and the rules and regu¬ 
lations thereunder, the Commission is 
authorized to solicit the information re- 
qiured to be supplied by this Form from 
associated persons of non-member 
(SECO) broker-dealers. Although it is 
not required that social security numbers 
be disclosed, such voluntary disclosure 
will assist the Commission in identifying 
applicants and in promptly processing 
the Forms. Information supplied on this 
Form shall be non-public but will be 
available to any person to whom the 
Commission authorizes disclosure in the 
public interest. Routine uses of Form U-4 
are described on the reveres side of these 
Special Instructions. 

4. A Form which is not prepared and 
executed in compliance with applicable 
requirements may be returned as not 
acceptable for filing. Acceptance of this 
Form, however, shall not constitute a::y 
finding that the Information submitted 
is true, current, or complete. Intentional 
misstatements or omissions of fact may 
constitute federal criminal violation. 
(See 18 U.S.C. 1001 and 15 U.S.C. 78ff 
(a>). 


•This fee Is In addition to the fee required 
by the Commission pursuant to Rule 15b8-l 
to defray the costs of administering quali¬ 
fications examination and other expenses. 
This fee Is presently $30. 
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5. Applicants should note the pro¬ 
visions of Sections 15 (b) (7), (8) and (9) 
of the Securities Exchange A?t of 1934 
and the Rules thereunder. Form SECO- 
5, setting an initial fee of $500 for new 
SECO broker-dealers, remains un¬ 
changed. 

ANNUAL ASSESSMENTS FOR FISCAL YEAR 

1976 

The annual assessment f^r each fiscal 
year is set forth on Form SECO-4 for 
that year. As indicated above, the Com¬ 
mission has amended the annual SECO 
assessment structure to provide for a .375 
percent annual assessment, based upon 
the nonmember’s gross annual over-the- 
counter securities Income as shown on 
the firm’s most recent Form X-17A-10 
required to be on file with the Commis¬ 
sion under the Act. Because of the change 
in the Commission fiscal year from July 
1 to October 1. the Commission must, 
for this year only, recover regulatory ex¬ 
penses for a 15-month period from July 1, 

1975 to September 30. 1976. The basic 
membership assessment of $250 is re¬ 
tained: however, the annual personnel 
assessment paid by each firm for each 
associated person is reduced from $15 to 
$ 5 . 

The revised special instructions to 
Form SECO-4-76 for computing and re¬ 
porting gross income for assessment pur¬ 
poses are as follows: 

Form SECO-4-76 Instructions 

1. Rule 15b9-2 under the Securities 
Exchange Act of 1934 (the “Act”) pro¬ 
vides that brokers or dealers registered 
with the Commission as of August 15, 

1976 who were nonmember brokers or 
dealers for at least 45 days immediately 
prior to that date or who were nonmem¬ 
ber brokers or dealers for at least 90 days 
during the period beginning July 1, 1975 
and ending August 15, 1976 shall, on or 
before September 1, 1976, file Form 
SECO-4-76 and pay to the Commission 
a fee pursuant to Section 15(b) (8) of the 
Act to defray certain costs of regulation 
for the fiscal year ending September 30, 
1976. The term "nonmember broker or 
dealer” is defined in paragraph (f) (2) of 
Rule 15b9-2. 

2. Rule 15b9-2 provides that brokers or 
dealers who were nonmember brokers or 
dealers for less than 180 days during the 
period beginning July 1. 1975 and ending 
August 15, 1976 shall pay one-half the 
fees otherwise payable pursuant to Sec¬ 
tion 15(b) (8) for the fiscal year 1976. 

3. Checks should be made payable to 
the “Securities and Exchange Commis¬ 
sion” and mailed to the Office of the 
Comptroller, Securities and Exchange 
Commission, Washington, D.C. 20549. 

4 . If the space provided for any answer 
is insufficient, the complete answer 
should be prepared on a separate sheet 
which should be attached to the form 
and identified as “Answer to Item 


5. Failure to include or file information 
required to be reported or the making of 
any false statements may result In the 
institution of administrative or civil pro¬ 
ceedings. Moreover, intentional misstate¬ 
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ments or omissions of material facts con¬ 
stitute federal criminal violations pun¬ 
ishable by up to five years imprisonment 
and fines up to $10,000 for each offense. 
(See 18 U.S.C. 1001 and Section 32(a) 
of the Act.) 

6. Willful nonpayment of fees pre¬ 
scribed by the Commission pursuant to 
its authority under Section 15(b) (8) may 
result in the institution of disciplinary 
proceedings under Sections 15(b) (4) and 
15(b) (5) of the Act. 

7. Each SECO broker-dealer subject 
to Rule 15b9-2 is to* report gross income 
from over-the-counter transactions in 
corporate, state, municipal and other 
securities for the preceding calendar 
year. Please refer to Table A or your 
firm’s Form X-17A-10 filed for calendar 
year 1975 for assistance in computing 
such gross income. Gross income in¬ 
cludes profits, commissions, surcharges, 
concessions, fees, allowances, discounts 
and reimbursements for expenses before 
the deduction of any expenses other than 
any commissions, concessions or other 
allowances paid to another member in 
connection with the execution or clear¬ 
ance of any transactions. Gross income 
does not include interest and dividends, 
transaction fees, commissions derived 
from transactions executed on a national 
securities exchange or a foreign secu¬ 
rities exchange and fees received solely 
for Investment advisory services. Also 
excluded are profits and losses derived 
from (1) transactions in which both the 
purchase and sale are executed outside 
the territorial limits of the United States, 

(2) transactions in exempted securities 
as defined in Section 3(a) (12) of the Act, 

(3) transactions in commercial bank 
time certificates of deposit and commer¬ 
cial paper, which is defined to include 
drafts, bills of exchange, and bankers 
acceptances having maturities at the 
time of issuance of not exceeding one 
year, and (4) transactions in securities 
which are clearly identified by the firm 
to be held specifically for investment 
purposes as described in Section 1236 of 
the Internal Revenue Code. 

Notice of Due Date for Filing Form 
SECO-4-76 and Annual Assessments 

Broker-dealers filing Form SECO-4- 
76 and annual assessments should note 
that, because of the amendments to the 
SECO assessment schedule and to Rule 
15b9-»2. the due date for SECO assess¬ 
ments is September 1, 1976. 

Amendments to Rule 15b9-2 

The Commission believes It is appro¬ 
priate to conform the SECO fiscal year, 
which is presently July 1-June 30. to the 
new federal fiscal year, October 1-Sep¬ 
tember 30. Accordingly, the Commission 
has adopted amendments to Rule 15b9-2 
to reflect changes in the filing, payment 
and applicability dates resulting from 
the proposed new SECO fiscal year. The 
Commission also has adopted various 
technical amendments to the rule in¬ 
cluding clarifications of the usage of the 
terms “fee” (generally a non-periodic 
charge based upon the occurrence of a 
specific event) and •‘assessment” (a 
regular, annual levy) and deletions of 


several sections of the rule which are no 
longer applicable. 

Statutory Basis for Competitivf. 

Considerations 

These modifications of fees and fiscal 
year 1976 assessments for nonmember 
(SECO) broker-dealers and amendments 
to Rule 15b9-C are adopted pursuant to 
the Securities Exchange Act of 1934 and 
particularly Sections 15(b)(8). 15(b) 
(9). 17(a) and 23(a) thereof. The Com¬ 
mission finds that any burden imposed 
upon competition by the proposed 
amendments is necessary and appropri¬ 
ate in furtherance of the purposes of the 
Act, particularly to implement the Com¬ 
mission's continuing mandate under Sec¬ 
tion 15(b) (8) to collect such reasonable 
fees and charges as may be necessary to 
defray the costs of the specified regula¬ 
tory duties required to be performed with 
respect to nonmember broker-dealers. 

Text of Rule 15b9-2 

Securities Exchange Act Rule 19b9-2 
(Section 240.15b9-2) is amended to read 
as follows: 

§ 2t0.15b9—2 Annual asaesHinrnt for 
rcjpjilercd brokers and dealers not 
members of a registered scrurilic* 
association* 

(a) Applicability. This rule shall apply 
to every nonmember broker or dealer 
who, on August 15 of any particular year, 
has been a nonmember broker or dealer 
for a period of at least 45 days immedi¬ 
ately prior to such date, and any other 
broker or dealer registered with the 
Commission on August 15 of any particu¬ 
lar year who has been a nonmembei 
broker or dealer for a period of at least 
90 days after October 1 of the previous 
year. 

(b> Assessments. On or before Septem¬ 
ber 1 of each year, every broker or deal¬ 
er to whom this rule applies shall file the 
Form SECO-4 provided for the particular 
fiscal year and pay the total assessments 
prescribed by the form. Such assessments 
shall include: (1) A base assessment ap¬ 
plicable to all brokers or dealers, and 
(2) An assessment for each associated 
person engaged, directly or indirectly, in 
securities activities for or on behalf of the 
broker or dealer prior to August 15 dur¬ 
ing the fiscal year, at any time in which 
the broker or dealer was a nonmember 
broker or dealer: Provided, however. 
That the assessment shall not be paid 
for any person who confines his securi¬ 
ties activities to areas outs»de the United 
States, its territories and possessions, and 
who does not deal with or act for any U S. 
resident or national wherever located. 

(c) Reductions. Brokers or dealers who 
were nonmember brokers or dealers for 
less than 180 days shall pay one-half the 
assessments required by this rule. 

(d) Penalties. Every broker or dealer 
who fails to pay assessments as and when 
required by this rule shall pay an addi- 
tional amount of $100 to defray the ad¬ 
ministrative costs incurred as a result oi 
such failure. 

<e) Exemptions. A broker or dealer 
shall not be required to pay the assess¬ 
ments required by this rule If: 
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( 1 ) He has made a bona fide applica¬ 
tion for membership to a registered se¬ 
curities association within 45 days of his 
becoming registered with the Commis¬ 
sion as a broker or dealer and such ap¬ 
plication for membership is still pend¬ 
ing on August 15 of the particular year 
in which the assessments are due; or 

(2) (i) His application for membership 
in a registered securities association has 
been denied or withdrawn, or his mem¬ 
bership has been denied or withdrawn, or 
his membership has been terminated for 
any reason; (ii) he has immediately dis¬ 
continued all securities activities; and 
(iii) he has filed Form BDW (Notice of 
Withdrawal From Registration) within 
45 days after such denial, withdrawal, 
or termination; or 

(3) (i) He is a member of a national 
securities exchange; (ii) he carries no 
accounts for customers; and (iii) his 
annual gross income derived from pur¬ 
chases and sales of securities otherwise 
than on a national securities exchange of 
which he is a member is an amount no 
greater than $ 1 , 000 . Provided however , 
That gross income derived from trans¬ 
actions otherwise than on such national 
securities exchange which are effected 
for his own account with or through an¬ 
other registered broker or dealer shall 
not be subject to such limitation. 

(f) Definitions . For the purpose of this 
rule: ( 1 ) The term “associated person" 
shall mean any partner, officer, director, 
or branch manager of a broker or dealer 
(or any person occupying a similar status 
or performing similar functions), or any 
natural person directly or indirectly con¬ 
trolling or controlled by such broker or 
dealer (other than one whose functions 
are solely clerical or ministerial), and 
any broker or dealer conducting business 
as a sole proprietor. 

(2) The term “nonmember broker or 
dealer" shall mean any broker or dealer, 
including a sole proprietor, registered un¬ 
der Section 15 or 15B • of the Act, who 
is not a member of a registered securities 
association. 

By the Commission. 


George A. Fitzsimmons, 

A . „ Secretary . 

August 11.1976. 

fFR Doc.76-24357 Filed 8-19-76;8:46 am] 

Title 20—Employee Benefits 
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Wage Rates for Temporary Foreign 
Agricultural Labor 
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Partment f£ 5 ln, ** ratton of the De- 
_ u ot ^bor Published a notice of 

effective on July 5, 

mm. SWELLS-** ** ReieU 

• 22820 (June 7, 1976). 


proposed rulemaking in the Federal Reg¬ 
ister (41 FR 25017) proposing to revise 
the regulations at 20 CFR 602.10, 
602.10a and 602.10b which are applicable 
to the importation of aliens for certain 
temporary agricultural work. Interested 
persons were given 15 days in which to 
file written statements, data, views or 
arguments regarding the proposed 
amendments. Substantive comments 
have been received concerning the pro¬ 
posed amendments. 

Several comments were received from 
employer associations as follows: 

Comments regarding the proposal to 
amend § 602.10(b) to allow the Depart¬ 
ment of Labor 60 days to determine the 
availability of domestic workers suggest¬ 
ed that such a period is too long for the 
grower to know his employment needs 
for the harvest. 

Comments regarding the proposed 
change in meal rates at § 602.10a(f) sug¬ 
gested that the proposed $4.00 maximum 
rate was too low. and that the amount 
allowed without special authority from 
the Department of Labor be raised from 
the present $2.55 to $3.15. 

Comments regarding the proposed 
wage rates at § 602.10b(a) ( 1 ) questioned 
the differences in rates between contigu¬ 
ous States. There was also a suggestion 
that harvest area rates be used and that 
the fluctuation in wage rates be mini¬ 
mized by the Department. Comments 
were also received regarding the constit¬ 
uent parts of the formula. One comment 
suggested that piece-rate data from the 
United States Department of Agriculture 
be used rather than Field and Livestock 
Workers data. Another suggestion was to 
use the quarterly wage rate applicable 
to a harvest activity rather than the 
annual figure. Another comment sug¬ 
gested that since there have been changes 
in labor conditions since 1968, when the 
present formula was originally estab¬ 
lished, the formula should be changed. 

Several comments were also received 
from farmworker groups regarding the 
proposed changes as follows: 

Some comments regarding the proposal 
to amend 5 602.10(b), which expands 
from 30 days to 60 days the period in 
which the Department of Labor has to 
determine the availability of domestic 
workers, argued that this period was too 
short. A comment was also received to 
make the 60-day requirement mandatory, 
and not discretionary with the Depart¬ 
ment. 

Comments regarding the proposed 
change in meal rates at § 602.10a(f) were 
that it decreases worker earnings. 

Comments regarding the proposed 
wage rates at § 602.10b(a) ( 1 ) were that 
they were too low and should be set high 
enough to attract domestic workers. It 
was suggested that the rate should dis¬ 
courage the need for foreign workers by 
recognizing the “wage inflation” that 
would result absent the availability of 
foreign workers. It was suggested that 
the rate should prevent the displace¬ 
ment of “any” domestic workers and 
should not yield below what Is available 
as unemployment insurance benefits. 
Comments also questioned the formula 
for determining wage rates. 


The comments received went to mat¬ 
ters which were considered by the De¬ 
partment and were discussed in the pre¬ 
amble of the proposal. The issue of at¬ 
tractive wages was the subject of litiga¬ 
tion in Williams v. Usery, 531 F.2d 305 
(5th Cir. 1976) wherein the court found 
“no legal basis for imposing an obliga¬ 
tion on the Secretary to set an 'attrac¬ 
tive’ wage.” We have considered all com¬ 
ments received and the matters they ad¬ 
dress and do not deem it desirable to 
change the provisions as set forth in the 
proposal. 

Comments were also received from 
both groups that the time to submit com¬ 
ments was too short. The Department 
believes that the time for comments was 
sufficient in light of the fact that these 
revisions are an annual process, the com¬ 
ments received adequately covered all 
positions, and the Department did review 
comments received late although no new 
Issues were raised. 

After all the submissions were weighed, 
the proposed changes were deemed to be 
appropriate for protecting the public in¬ 
terest as defined by the statute and reg¬ 
ulations. 

At section 602.10b of the proposed 
amendment. § 602.10b(f) should have 
been designated as § 602.10a(f). The er¬ 
ror was minor, since the complete para¬ 
graph. with change, was reproduced, in 
its entirety, and incorporated a complete 
substantive provision of the regulation. 
There is no indication that there was 
any confusion because of this error. 

Accordingly, the proposed amendments 
to 20 CFR §§ 602.10. 602.10a and 602.10b 
are hereby adopted and the regulations 
as set forth herein shall become effective 
September 20 . 1976. 

1 . As amended, 20 CFR 602 . 10 (b) reads 
as follows: 

§602.10 The certification process. 

• • • • • 

(b) Agricultural or logging employers 
including association employers antici¬ 
pating a labor shortage may request a 
certification for temporary foreign labor, 
provided that the employer or the asso¬ 
ciation and those of its members for 
whom the services of foreign workers are 
requested, prior to making such a re¬ 
quest. have filed at the local office of the 
State employment service an offer of em¬ 
ployment for U.S. workers to fill such 
employment needs in accordance with 
the provisions of this section and 
5 § 602.10a and 602.10b. Such offers of 
employment, as well as any request for 
certification for temporary foreign work¬ 
ers. should be filed at the local office in 
sufficient time to allow the ETA 60 days 
to determine the availability of domestic 
workers, in addition to the time neces¬ 
sary for the employer to secure foreign 
workers by the date of need if the cer¬ 
tification 1 s approved. 

• • • « « 

2. As amended. 20 CFR 602.10a (f) 
reads as follows; 

§ 602.10a Job offers and contracts. 


(f) Permit no charge by the employer 
In excess of $2.55 per worker for fumish- 
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ing 3 meals per day except where the Ad¬ 
ministrator, when evidence submitted to 
him of average actual cost for a repre¬ 
sentative pay period supports a greater 
charge, has approved a charge not to ex¬ 
ceed $4.00 per worker for furnishing three 
meals per day. Evidence submitted to 
support meal charges of more than $2.55 
per day should include the costs of goods 
and services directly related to the prep¬ 
aration and serving of meals. Cost of 
the following items may be included: 
Food; kitchen supplies other than food, 
such as lunch bags and soap; labor costs 
which have a direct relation to food serv¬ 
ice operations, such as wages of cooks 
and restaurant supervisors; fuel, water, 
electricity, and other utilities used for the 
food service operations; other costs di¬ 
rectly related to the food service opera¬ 
tion. Receipts and other cost records for 
the representative pay period should be 
available for inspection for a period of 
1 year. 

• • • • • 

3. As amended, 20 CFR 602.10b(a) (1) 
reads as follows: 

§ 602.10b Wage rates. 

(a) (1) Except as otherwise provided in 
this section, the following hourly wage 
rates (which have been found to be the 
rates necessary to prevent adverse effect 
upon U.S. workers) shall be offered to 
agricultural workers in accordance with 
5 602.10a(J): 


State: Rate 

Connecticut -$2.61 

Florida (sugar cone only)- 3.04 

Maine_ 2.69 

Maryland. 2. 27 

Massachusetts - 2.56 

New Hampshire- 2. 82 

New York. 2.48 

Vermont _ 2.78 

Virginia. 2.44 

West Virginia. 2. 74 

• • • • • 


(8 UJS.C. 1184; 8 CFR 214.2(h).) 

Signed at Washington, D.C., this 18th 
day of August 1976. 

William H. Kolberg, 
Assistant Secretary for 
Employment and Training. 
JFR Doc.76-24604 Filed 8-19-76:8:45 am] 


Title 21—Food and Drugs 

CHAPTER I—FOOD AND DRUG ADMIN¬ 
ISTRATION, DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 
SUBCHAPTER B—FOOD AND FOOD PRODUCTS 
(Docket No. 76F-0040| 

PART 121—FOOD ADDITIVES 

Subpart F—Food Additives Resulting From 
Contact With Containers or Equipment 
and Food Additives Otherwise Affecting 
Food 

Adhesives 

The Food and Drug Administration is 
amending the food additive regulations 
to provide for the safe use of 4-(diiodo- 
methylsulfonyl) toluene as a component 
of food-packaging adhesives; effective 
August 20, 1976; objections by Septem¬ 
ber 20. 1976. 

Notice was given by publication in the 
Federal Register of March 10, 1976 (41 


FR 10236) that a food additive petition 
(FAP 6B3140) had been filed by Abbott 
Laboratories, North Chicago, IL 60064, 
proposing that $ 121.2520 (21 CFR 

121.2520) be amended to provide for the 
safe use of diiodomethyl p-tolyl sulfone 
as a component of food-packaging ad¬ 
hesives. The International Union of Pure 
and Applied Chemistry name for the 
compound is 4-(diiodomethylsulfonyl) 
toluene. 

The Commissioner, having evaluated 
data in the petition and other relevant 
material. Is amending the regulation as 
set forth below to provide for use of 
4-(diiodomethylsulfonyl) toluene as an 
anti-fungal preservative in adhesives 
used as components of articles intended 
to contact food. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 409(c) (1). 
72 Stat. 1786 (21 U.S.C. 348(c) (1))) and 
under authority delegated to the Com¬ 
missioner (21 CFR 5.1) (recodification 
published in the Federal Register of 
June 15, 1976 (41 FR 24262)), g 121.2520 
(c)(5) is amended by alphabetically in¬ 
serting a new item in the list of sub¬ 
stances under “Components of Adhe¬ 
sives” as follows; 

§ 121.2520 Adhesives. 


(c) * • • 

(5) • • • 

Components op Aduesives 
Substances Limitations 


4 • (Dilodomethylsul - For use as an antl- 
fonyl) toluene CA fungal preserva- 

Registry No.: 20018- tlve only. 

09-01. 


Any person who will be adversely af¬ 
fected by the foregoing regulation may 
at any time on or before September 20, 
1976, file with the Hearing Clerk, Food 
and Drug Administration, Rm. 4-65, 5600 
Fishers Lane. Rockville, MD 20852, writ¬ 
ten objections thereto. Objections shall 
show wherein the person filing will be 
adversely affected by the regulation, 
specify with particularity the provisions 
of the regulation deemed objectionable, 
and state the grounds for the objections. 
If a hearing is requested, the objections 
shall state the Issues for the hearing, 
shall be supported by grounds factually 
and legally sufficient to justify the relief 
sought, and shall Include a detailed de¬ 
scription and analysis of the factual in¬ 
formation intended to be presented in 
support of the objections in the event 
that a hearing Is held. Six copies of all 
documents shall be filed and should be 
Identified with the Hearing Clerk docket 
number found In brackets in the heading 
of this regulation. Received objections 


may be seen in the above office during 
working hours, Mondiy through Friday. 

Effective date. This regulation shall be¬ 
come effective August 20,1976. 

(Sec. 409(c)(1), 72 Stat. 1786 (21 U.S.C. 348 
(c)(1)).) 

Dated: August 13, 1976. 

Joseph P. Hile, 

Acting Associate Commissioner 
for Compliance. 

(FR Doc.76-24407 Filed 8-19-76:8:46 ara| 


(Docket No. 75F-0156( 

PART 121—FOOD ADDITIVES 

Subpart F—Food Additives Resulting From 
Contact With Containers or Equipment 
and Food Additives Otherwise Affecting 
Food 

Olefin Polymers 

The Food and Drug Administration is 
amending the food additive regulation 
for olefin polymers to provide for the 
safe use of 7-(2//-naphtho[l,2-d]triazol- 
2-yl)-3-phenylcoumarin as an optical 
brightener in polyolefin articles intended 
to contact food; effective August 20, 
1976; objections by September 20,1976 
Notice was given by publication in the 
Federal Register of August 27, 1975 (40 
FR 38184) that a petition (FAP 3R2851) 
had been filed by Sandoz Colors & Chemi¬ 
cals, Inc., East Hanover, NJ 07936, pro¬ 
posi ng t hat the food additive regulations 
(21 CFR Part 121) be amended to provide 
for the safe use of the chemical, as noted 
above. 

The Commissioner of Food and Drugs, 
having evaluated data on the petition 
and other relevant material, concludes 
that Part 121 (21 CFR Part 121) should 
be amended as set forth below. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (sec. 409(c)(1). 
72 Stat. 1786 (21 U.S.C. 348(c)(1))) and 
under authority delegated to the Com¬ 
missioner (21 CFR 5.1) (recodification 
published in the Federal Register of 
June 15, 1976 (41 FR 24262)), § 121.2501 
is amended by revising paragraph (b) to 
read as follows: 

§ 121.2501 Olcnfin polymer*. 

• • • • • 

(b) The basic olefin polymers identi¬ 
fied in paragraph (a) of this section may 
contain optional adjuvant substance re¬ 
quired in the production of such basic- 
olefin polymers. The optional adjuvant 
substances required In the production ox 
the basic olefin polymers or finished 
food-contact articles may Include sub¬ 
stances permitted for such use by appli¬ 
cable regulations in this Part 121, sub¬ 
stances generally recognized as safe m 
food and food packaging, substances used 
in accordance with a prior sanction or 


approval, and the following: 


Substance 

2 H - Naphtho( l ,2-d) triazol-2-yl) -3-phenyl- 
oumarin (Chemical Abstracts Service 
tegistry No. 3333-62-81 having a melting 
K>int of 25cT to 251* C and a nitrogen oon- 
ent of 10.7 to 11.2 percent. 


Limitations 

For use as an optical brightener only • 
levels not to exceed 20 parts per million 
by weight of olefin polymers having a 
thickness of 0.025 inch or less and com¬ 
plying with the specifications for Item- 
1.1, 2.1, 3.1, 3.3. and 4 of paragraph () 
of this section; and under the con - 
tions described in 9 121.2526(c), ta J“ 
under conditions of use E through 


FEDERAL REGISTER, VOL. 41, NO. 163—FRIDAY, AUGUST 20, 1976 




















RULES AND REGULATIONS 


35171 


Any person who will be adversely af¬ 
fected by the foregoing regulation may 
at any time on or before September 20 , 
1976. file with the Hearing Clerk, Pood 
and Drug Administration, Rm. 4-65, 5600 
Fishers Lane, Rockville, MD 20852, writ¬ 
ten objections thereto. Objections shall 
show wherein the person filing will be 
adversely affected by the regulation, 
specify with particularity the provisions 
of the regulation deemed objectionable, 
and state the grounds for the objections. 
If a hearing is requested, the objections 
shall state the issues for the hearing, 
shall be supported by grounds factually 
and legally sufficient to justify the relief 
sought, and shall include a detailed de¬ 
scription and analysis of the factual In¬ 
formation intended to be presented in 
support of the objections in the event 
that a hearing is held. Six copies of all 
documents shall be filed and should be 
identified with the Hearing Clerk docket 
number found in brackets in the heading 
of this regulation. Received objections 
may be seen in the above office during 
working hours, Monday through Friday. 

Effective date. This regulation shall be 
effective August 20,1976. 

(Sec. 409(c)(1). 72 Stat. 1786 (21 U.S.C. 

348(C)(1)).) 

Dated: August 13,1976. 

Joseph P. Hile, 

Acting Associate Commissioner , 
for Compliance. 

IFR Doc.76-24364 Filed 8-19-76:8:45 am] 


(Docket No. 75N-0067J 

PART 310—NEW DRUGS 

Radioactive New Drugs and Radioactive 
Biologies; Extension of Time for Con¬ 
tinued Commercial Distribution 

The Pood and Drug Administration 
(FDA) is extending the time during 
which commercial distribution of cer¬ 
tain radioactive drugs, including certain 
radioactive biological products, will be 
Permitted pending final approval of a 
new drug application; effective August 


Federal Register of February 
20. me (41 FR 7747 ), the Commission- 
er or Food and Drugs extended the time 
ior continued commercial distribution of 
nf U ?L pr(>ducts con taining those radio- 
" u , cl ‘ d i! Jkted In 5 310.503 (c) and (f) 
kcnSf 11 310 - 503 <c> and (f)) until FDA 
“sued a nonapprovable noUce for a new 
, ap ? Ucat ' lon or application for a 
lological product license, or terminated 
Notice of Claimed Investigational Ex- 
emptlon for a New Drug” (IND), or un- 
. iv S *' a ^ d deadline of August 20,1976, 
whichever occurred first The action was 
.„„® Q *? P re vent any interruption in the 
r .j abibty of these already-marketed 
ioactlve drugs and to allow FDA suf- 
„,‘ eat ll tlme to review all the applications 

with t 10 tlle agency in accordance 
with | 310.503. 

The Commissioner has determined 
on n'r v f 11 a PPr°vable notice Is Issued 
or before August 20 . 1976 for a new 


drug application (NDA) submitted un¬ 
der § 310.503, a further extension of time 
is warranted for the continued commer¬ 
cial distribution of the drug product sub¬ 
ject to the application. The Food and 
Drug Administration issues an approv- 
able notice only if the agency’s review 
of the application determines that the 
basic issues regarding the drug product’s 
safety and effectiveness have been re¬ 
solved affirmatively. The approvable no¬ 
tice notifies the applicant that FDA is 
prepared to approve the application af¬ 
ter submission of additional information, 
such as the final printed labeling. Thus 
an extension of time allowing the con¬ 
tinued commercial distribution of a ra¬ 
dioactive new drug subject to a new drug 
application submitted under § 310.503 
will not, in the Commissioner’s judg¬ 
ment, subject the public to unsafe or in¬ 
effective drug products if FDA has de¬ 
termined that the NDA is approvable. 
Rather, the Commissioner believes that 
forced removal from the market of these 
radioactive drug products while the ap¬ 
plicant submits this information would 
interrupt the supply of these medically 
important drug products (many of which 
have been generally available under an 
IND) and thus would not be in the in¬ 
terests of the public health. Therefore, 
if an applicant has submitted an NDA 
in accordance with § 310.503 and is noti¬ 
fied in writing by FDA on or before Au¬ 
gust 20, 1976 that the application is ap¬ 
provable, the manufacturer may con¬ 
tinue to market the radioactive new drug 
without an approved NDA until either 
the issuance of a nonapprovable letter 
by the agency or until November 20, 
1976, whichever occurs first. After Au¬ 
gust 20, 1976, no radioactive new drug, 
including a radioactive biological prod¬ 
uct, may be commercially marketed 
without an approved NDA or an approv¬ 
able new drug application as provided 
for by this notice. An IND will not per¬ 
mit continued commercial distribution 
of such a drug after August 20, 1976. 

The Commissioner has concluded that 
this extended date imposes no additional 
burden on the medical community or on 
marketers of these important radioactive 
drugs. In addition, the extended date im¬ 
poses no lesser degree of protection of 
the public health. Therefore, the Com¬ 
missioner finds, for good cause, that no¬ 
tice and public procedure are not re¬ 
quired for promulgation of this amend¬ 
ment and that it shall be made effective 
on August 2 QT # 1976. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 505, 701 
(a), 52 Stat. 1052-1053. as amended, 1055 
(21 U.S.C. 355, 371(a))), the Public 
Health Service Act (sec. 351, 58 Stat. 702, 
as amended (42 U.S.C. 262)) and under 
authority delegated to him (21 CFR 5.1) 
(recodiflcatlon published in the Federal 
Register of June 15,1976 (41 FR 24262)), 
the Commissioner is amending Part 310 
in § 310.503 by revising paragraphs (d) 
(3) and (f) (5) to read as follows; 

§ 310.503 Requirements regarding cer¬ 
tain radioactive drugs. 

• • • • • 

(d) • • • 


(3) The exemption referred to in para¬ 
graph (a) of this section, as applied to 
any drug or biologic containing any of 
the isotopes listed in paragraph (c) of 
this section, in the “cheffftcal form” and 
intended for the uses stated, for which 
drug a new drug application or a “Notice 
of Claimed Investigational Exemption for 
a New Drug” was submitted prior to 
March 3, 1972, or for which biologic an 
application for product license or “Notice 
of Claimed Investigational Exemption 
for a New Drug” was submitted prior to 
March 3, 1972, is terminated on August 
20, 1976, unless an approvable notice was 
issued on or before August 20. 1976, in 
which case the exemption is terminated 
either upon the subsequent issuance of a 
nonapprovable notice for the new drug 
application or on November 20 , 1976, 
whichever occurs first. 


(f) • * • 

(5) The exemption referred to in para¬ 
graph (a) of this section, as applied to 
any drug or biologic containing any of 
the isotopes listed in paragraph (f) ( 1 ) 
of this section in the “chemical form” 
and intended for the uses stated, for 
which drug a new drug application or a 
“Notice* of Claimed Investigational Ex¬ 
emption for a New Drug” was submitted 
to the Bureau of Drugs on or before Au¬ 
gust 25, 1975 or for which biologic an ap¬ 
plication for product license or “Notice of 
Claimed Investigational Exemption for 
a New Drug” was submitted to the Bu¬ 
reau of Biologies on or before August 25, 
1975 is terminated on August 20, 1976, 
unless an approvable notice was issued 
on or before August 20, 1976, in which 
case the exemption is terminated either 
upon the subsequent issuance of a non¬ 
approvable notice for the new drug ap*- 
plication or on November 20 , 1976, which¬ 
ever occurs first. 

• • • • • 

Effective date; This regulation shall 
become effective August 20, 1976. 

(Secs. 506, 701(a). 62 Stat. 1052-1053, &3 
amended, 1055 (21 U.8.C. 355, 371(a)); (sec. 
351, 58 Stat. 702, as amended (42 U.S.C. 
262)).) 

Dated; August 17,1976. 

Joseph P. Hile, 

Acting Associate Commissioner 
for Compliance . 

[FR Doc.76-24452 Filed 8-19-76:8:45 amj 


Title 24—Housing and Urban Development 

CHAPTER X—FEDERAL INSURANCE AD¬ 
MINISTRATION, DEPARTMENT OF 
HOUSING AND URBAN DEVELOPMENT 


SUBCHAPTER B—NATIONAL FLOOD 
INSURANCE PROGRAM 


(Docket No. FI-308 J 


PART 1920—PROCEDURE FOR MAP 
CORRECTION 


Letter of Map Amendment for City of 
East Peoria, Illinois 

On July 5. 1974, In 39 FR 24640, the 
Federal Insurance Administrator pub¬ 
lished a list of communities with special 
hazard areas which Included the City of 
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East Peoria, Illinois. Map No. H 170649A 
01 indicates that two parcels of land lo¬ 
cated in East Peoria, Illinois, are in their 
entirety within the Special Flood Hazard 
Area. A portion of the parcel of land 
which is located at the intersection of 
Interstate Route 74 and Farm Creek 
Spillway, recorded as Document No. 
561640 in the office of the Recorder of 
Deeds of Tazewell County, Illinois, is not 
located within the Special Flood Hazard 
Area. This portion can be further de¬ 
scribed as follows: 

Being a part of the parcel recorded as Docu¬ 
ment No. 561619 by the County of Tazewell, 
Illinois; commencing at the Southwest Cor¬ 
ner of the Southwest Quarter of Section 28; 
thence S. 89*46' E. along the South line of 
the Southwest Quarter of 8ection 28 a dis¬ 
tance of 1759.80 feet to the point of be¬ 
ginning of the tract to be described; thence 
8. 0*36' E. a distance of 27.35 feet; thence 
S. 52*34' W. a distance of 593.59 feet; thence 
S. 56° 13' W. a distance of 246.25 feet to a 
point In the Easterly right-of-way line of 
Federal Aid Interstate Highway 74; thence N. 
30*48' W. along said right-of-way line 360.34 
feet; thence N. 31*19' W. along said right-of- 
way line 796.40 feet to a non-tangent curve, 
concave to the Northeast, having a radius of 
11,329.16 feet, which curve also subtends an 
811.51 foot chord bearing N. 27°27'55" W.; 
thence Northwesterly along said curve which 
Is also a continuation of said Interstate 74 
Easterly right-of-way line. 811.60 feet to a 
point in a non-tangent line, which Is the 
Easterly line of the Relocated Channel of 
Farm Creek Spillway; thence N. 22*05' E.. 
159.60 feet to a point; thence N il *05' E., 315 
feet to a point; thence N. 88*08' E.. 677 feet 
to a point; thence N. 23*49' E.. 250 feet to 
a point; thence S. 77*30' E.. 258 feet to a 
point: thence N. 60*30' E., 235 feet; thence 
S. 65*1 T E.. 100 feet to a point; thence S. 
14*00' E. a distance of 431.94 feet; thence S. 
11*40' E. a distance of 800.00 f-et: thence S. 
0*36' E. a distance of 190.00 feet: thence 8. 
60*00' E. a distance of 70.00 feet: thence S. 
0*36' E. a distance of 98.00 feet; thence S. 
64*58*17" W. a distance of 66.18 feet; thence 
S. 0*36' E. a distance of 810.50 feet to the 
point of beginning, situate, lving and beinj 
in the County of Tazewell, State of Illinois. 

Accordingly, Map No. H 170649A 04 is 
hereby corrected to reflect that the above 
properties are not within the Special 
Flood Hazard Area identified on June 21, 
1974. 

(National Flood Insurance Act of 1968 (Title 
XIII of Housing and Urban Development Act 
of 1968), effective January 28, 1969 (33 FR 
17804. November 28. 1968), as amended (42 
U.S.C. 4001-4128); and Secretary's delegation 
of authority to Federal Insurance Adminis¬ 
trator 34 FR 2680. February 27. 1969, as 
amended by 39 FR 2787, January 24, 1974) 

Issued: August 5, 1976. 

Howard B. Clark, 

Acting Federal 
Insurance Administrator . 

(FR Doc.76-24515 Filed 8-19-76;8:45 am] 


|Docket No. FI-2185) 

PART 1920—PROCEDURE FOR MAP 
CORRECTION 

Letter of Map Amendment for City of 
Goshen, Indiana 

On July 20. 1976. in 41 FR 2982, the 
Federal Insurance Administrator pub¬ 
lished a list of communities with special 
hazard areas which included Goshen, In¬ 


diana. Map No. H 180058 Panel 05 indi¬ 
cates that Lot 14 of Elkhart River Dells 
Addition, Goshen, Elkhart County, In¬ 
diana, as recorded in Platbook 3, page 
32, in the office of the Recorder of Elk¬ 
hart County, Indiana, is in its entirety 
within the Special Flood Hazard Area. 
It has been determined by the Federal 
Insurance Administration, after further 
technical review of the above map in 
light of additional, recently acquired 
flood information, that the structure on 
the above property is not within the Spe¬ 
cial Flood Hazard Area. Accordingly, 
Map No. H 180058 Panel 05 is hereby cor- 
reeted to reflect that the structure on the 
above property is not within the Special 
Flood Hazard Area identified on June 4, 
1976. 

(National Flood Insurance Act of 1968 (Title 
Xin of Housing and Urban Development Act 
of 19C8). effective January 28, 1969 (33 FR 
17804. November 28. 1968), as amended, (42 
U.S.C. 4001-4128); and Secretary's delega¬ 
tion of authority to Federal Insurance Ad¬ 
minister 34 FR 2680, February 27, 1969, as 
amended by 39 FR 2787. January 24, 1974.) 

Issued: August 13,1976. 

Howard B. Clark, 

Acting Federal 
Insurance Administrator. 

[FR Doc.76-24516 Filed 8-19-76;8:45 am] 


(Docket No. FI-880) 

PART 1920—PROCEDURE FOR MAP 
CORRECTION 

Letter of Map Amendment for City of 
Grandview, Missouri 

On February 13, 1976, in 41 FR 6736, 
the Federal Insurance Administrator 
published a list of communities with Spe¬ 
cial Flood Hazard Areas which included 
the City of Grandview, Missouri. Map 
No. H 290171A 04 indicates that Lots 16 
and 17, Block 3, River Oaks First Plat, 
Grandview, Missouri, as recorded in Book 
33, Page 86 , in the office of the Recorder 
of Deeds of Jackson County, Missouri, 
are in their entirety within the Special 
Flood Hazard Area. It has been deter¬ 
mined by the Federal Insurance Admin¬ 
istration, after further technical review 
of the above map in light of additional, 
recently acquired flood information, that 
the existing structures on the above men¬ 
tioned property are not within the Spe¬ 
cial Flood Hazard Area. Accordingly, 
Map No. H 290171A 04 is hereby cor¬ 
rected to reflect that the structures on 
the above property are not within the 
Special Flood Hazard Area identified on 
July 19. 1974. 

(National Flood Insurance Act of 1968 (Title 
Xin of Housing and Urban Development Act 
of 1968), effective January 28. 1969 (33 FR 
17804, November 28. 1968), as amended, (42 
UJ3.C. 4001-4128); and Secretary's delega¬ 
tion of authority to Federal Insurance Ad¬ 
ministrator 34 FR 2680, February 27, 1969, as 
amended by 39 FR 2787. January 24. 1074.) 

Issued: August 5,1976. 

Howard B. Clark, 

Acting Federal 
Insurance Administrator. 

(FR Doc.76-24517 Filed 8-19-76;8:46 am) 


(Docket No. FI-288) 

PART 1920—PROCEDURE FOR MAP 
CORRECTION 

Letter of Map Amendment for City of 
Auburn, Maine 

On June 13, 1974, in 39 FR 20689, the 
Federal Insurance Administrator pub¬ 
lished a list of communities with special 
hazard areas which included the City of 
Auburn, Maine. Map No. H 230001 11 in¬ 
dicates that the Auburn Urban Renewal 
Disposition Parcel Number Four as re¬ 
corded in Book 27, Page 115 of the Andro¬ 
scoggin County Registry of Deeds. An¬ 
droscoggin County, Maine, is in its en¬ 
tirety within the Special Flood Hazard 
Area. It has been det 2 rmined by the Fed¬ 
eral Insurance Administration, after fur¬ 
ther technical review of the above map 
in light of additional, recently acquired 
flood information, that the above prop¬ 
erty is not within the Special Flood Haz¬ 
ard Area. Accordingly, Map No. H 230001 
11 is hereby corrected to reflect that the 
above property is not within the Special 
Flood Hazard Area identified on May 31, 
1974. 

(National Flood Insurance Act of 1968 (Title 
XTII of Housing and Urban Development Act 
of 1968), effective January 18, 1969 (33 FR 
17804, November 28, 1963), as amended, (42 
UJ8.C. 4001-4128); and Secretary’s delegation 
of authority to Federal Insurance Adminis¬ 
trator 34 FR 2630. February 27, I960, a* 
amended by 39 FR 2787, January 24, 1P74.) 

Issued: August 5,1976. 

Howard B. Clark. 

Acting Federal 
Insurance Administrator . 

(FR Doc.76-24518 Filed 8-19-76:8:45 am) 


(Docket No. FI-314) 

PART 1920 —P?O^FnifRE FOR MAP 
CORRECTION 

Letter of Map Amendment for Town of 
Stoughton, Massachusetts 

On August 6, 1974, In 39 FR 28236, the 
Federal Insurance Administrator pub¬ 
lished a list of communities with Special 
Flood Hazard Areas which included the 
Town of Stoughton, Massachusetts. Map 
No. H 250253 05 indicates that land W 
Stoughton, Massachusetts, as recorded 
on Plan 25363 C-6, Sheets 1 and 2, Book 
C5, in the Norfolk County Registry ox 
Deeds, Dedham, Massachusetts, is in iuj 
entirety within the Special Flood Ha £ arcl 
Area. It has been determined by the Fed¬ 
eral Insurance Administration, after fur¬ 
ther technical review of the above map m 
light of additional, recently acquired 
flood information, that the structures on 
the above mentioned property are no 
within the Special Flood Hazard Area. 
Accordingly, Map No. H 250253 05 * 
hereby corrected to reflect that the stru 
tures on the above property are no 
within the Special Flood Hazard Area 
identified on August 2. 1974. 

(National Flood Insurance Act of 1 9^8 (Tita 
Xni of Housing and Urban Dcve , 1 °PT n ® ‘, ., B 
of 1963). effective January 28. 1069 <3J 
17804. November 28. 1063). as amended . 
U.S.C. 4001-4128): and Secretary s deleg«: js . 
of authority to Federal Insurance Aa ■ 
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trfttor 34 FR 2030, February 27, 1909, aa 
amended by 39 FR 2787, January 24, 1974) 

Issued: August 12, 1976. 

Howard B. Clark, 

Acting Federal 
Insurance Administrator. 

FR Doc.76-24519 Filed 8-19-76;8:45 amj 


[Docket No. FI-347) 

PART 1920—PROCEDURE FOR MAP 
CORRECTION 

Letter of Map Amendment for Township of 
Bedford, Michigan 

On August 29. 1974, in 39 FR 31523, 
the Federal Insurance Administrator 
published a list of communities with 
Special Flood Hazard Areas which in¬ 
cluded the Township of Bedford, Michi¬ 
gan. Map No. H 260052 Panel 07 indicates 
that Lot 45, River Bend Plat, Bedford 
Township, Michigan, as recorded in 
Liber 16 of Plat Books. Page 30, In the 
office of the Register of Deeds, Calhoun 
County, Michigan, is in its entirety 
within the Special Flood Hazard Area. 
It has been determined by the Federal 
Insurance Administration, after further 
technical review of the above map in 
light of additional, recently acquired 
flood information, that the above men¬ 
tioned property is not within the Special 
Flood Hazard Area. Accordingly, Map No. 
H 260052 Panel 07 is hereby corrected 
to reflect that the above property i§ not 
within the Special Flood Hazard Area 
identified on August 16, 1974. 

(National Flood Insurance Act of 1908 (Title 
XIII of Housing and Urban Development Act 
of 1908), effective January 28, 1909 (33 FR 
17804, November 28. 1968), as amended (42 
U.S.c. 4001-4128): and Secretary’s delegation 
of authority to Federal Insurance Adminis¬ 
trator. 34 FR 2680. February 27, 1969. as 
amended by 39 FR 2787. January 24. 1974.) 

Issued: August 10,1976. * 

Howard B. Clark. 

Acting Federal 
Insurance Administrator. 

(FR Doc.76-24520 Filed 8-19-70:8:45 am] 


I Docket No. FI -8801 

PART 1920—PROCEDURE FOR MAP 
CORRECTION 

Letter of Map Amendment for City of 
Grandview, Missouri 

On February 13, 1976. in 41 FR 6736, 
the Federal Insurance Administrator 
published a list of communities with 
special Flood Hazard Areas which In¬ 
cluded the City of Grandview, Missouri. 
Map No H 290171A 04 indicates that Lot 

tii. % £ 3 ’ River ° aks First Flat - Grand- 

2f w * Mhaouri, as recorded in Book 33. 

2 86 Vto office of the Recorder of 
yeeds of Jackson County, Missouri, is 
Ho. 5 I 2 \ tiret y within the Special Flood 
u j Area ' R has been determined by 
aft*/# In surance Administration, 
alifl further technical review of the 
cemit map t ln light of additional, re- 
1 } acquired flood information, that 


the existing structure on the above men¬ 
tioned property is not within the Special 
Flood Hazard Area. Accordingly. Map 
No. H 290171A 04 is hereby corrected to 
reflect that the structure on the above 
property is not within the Special Flood 
Hazard Area identified on July 19. 1974. 

(National Flood Insurance Act of 1968 (Title 
XIII of Housing and Urban Development Act 
of 1968), effective January 28, 1969 (33 FR 
17804, November 28. 1968), as amended (42 
U.S.C. 4001-4128): and Secretary’s delegation 
of authority to Federal Insurance Adminis¬ 
trator. 34 FR 2680, February 27, 1969, as 
amended by 39 FR 2787, January 24, 1974.) 

Issued: August 10,1976. 

Howard B. Clark, 

Acting Federal 
Insurance Administrator. 

|FR Doc.76 24521 Filed 8-19-76;8:45 am| 


| Docket No. Fl-196) 

PART 1920— PROCEDURE FOR MAP 
CORRECTION 

Letter of Map Amendment for Village of 
Ridgewood, New Jersey 

On August 24. 1973, in 38 FR 22776. 
the Federal Insurance Administrator 
published a list of communities with 
Special Flood Hazard Areas which in¬ 
cluded the Village of Ridgewood. New 
Jersey. Map No. H 340067 03 indicates 
that the property at 229 South Irving 
Street. Ridgewood, New Jersey, as re¬ 
corded in Book 4529, Page 401, in the 
office of the Clerk of Bergen County. New 
Jersey, is in its entirety within the 
Special Flood Hazard Area. It has been 
determined by the Federal Insurance 
Administration, after further technical 
review of the above map in light of addi¬ 
tional. recently acquired flood informa¬ 
tion, that the above mentioned property 
Is not within the Special Flood Hazard 
Area. Accordingly. Map No. H 340067 03 
is hereby corrected to reflect that the 
above property is not within the Special 
Flood Hazard Area identified on Au¬ 
gust 31, 1973. 

(National Flood Insurance Act of 1968 (Title 
XIII of Housing and Urban Development Act 
of 1968), effective January 28, 1969 (33 FR 
17804, November 28, 1968), as amended, (42 
U.S.C. 4001-4128); and Secretary’s delegation 
of authority to Federal Insurance Adminis¬ 
trator 34 FR 2680. February 27, 1969. as 
amended by 39 FR 2787, January 24, 1974.) 

Issued: August 10,1976. 

Howard B. Clark, 

Acting Federal 
Insurance Administrator. 

I FR Doc.76 -24522 Piled 8 19-76;8:45 am) 


[Docket No. FI-279) 

PART 1920—PROCEDURE FOR MAP 
CORRECTION 

Letter of Map Amendment for Borough of 
Upper Saddle River, New Jersey 

On January 16. 1974, In 39 FR 1986. the 
Federal Insurance Administrator pub¬ 
lished a list of communities with Special 


Flood Hazard Areas which included the 
Borough of Upper Saddle River, New' 
Jersey. Map No. H 340077 02 indicates 
that Lot 1, of a subdivision of Lot 14, 
Block 15, Upper Saddle River, New 
Jersey, as recorded on Map No. 4235, on 
file in the Requisition Room of the office 
of the Clerk of Bergen County, New 
Jersey, Is in Its entirety within the 
Special Flood Hazard Area. It has been 
determined by the Federal Insurance Ad¬ 
ministration, after further technical re¬ 
view of the above map in light of addi¬ 
tional, recently acquired flood informa¬ 
tion. that the above property is not 
within the Special Flood Hazard Area. 
Accordingly, Map No. H 340077 02 is 
hereby corrected to reflect that the above 
property Is not within the Special Flood 
Hazard Area Identified on January 4, 
1974. 

(National Food Insurance Act of 1908 (Title 
XIII of Housing and Urban Development Act 
of 1908), effective January 28, 1969 (33 FR 
17804, November 28. 1988), as amended. (42 
U.S.C. 4001-4128); and Secretary’s delega¬ 
tion of authority to Federal Insurance Ad¬ 
ministrator 34 FR 2680. February 27. 1969. as 
amended by 39 FR 2787. January 24. 1974.) 

Issued: August 12 . 1976. 

Howard B. Clark, 

Acting Federal 
Insurance Administrator. 

|FR Doc.76 24523 Filed 8 19-76:8:45 am) 


[Docket No. FI-2131) 

PART 1920— PROCEDURE FOR MAP 
CORRECTION 

Letter of Map Amendment for Township of 
Wayne, New Jersey 

On June 25. 1976. in 41 FR 26412, the 
Federal Insurance Administrator pub¬ 
lished a list of communities with Special 
Flood Hazard Areas which included the 
Township of Wayne, New Jersey. Map 
No. H 345327 10 indicates that property 
in the Township of Wayne. New Jersey, 
as recorded in Book N 98, Page 608, in 
the Registry of Deeds of Passaic County, 
New Jersey, is In its entirety within the 
Special Flood Hazard Area. It has been 
determined by the Federal Insurance 
Administration, after further technical 
review of the above map in light of addi¬ 
tional, recently acquired flood informa¬ 
tion. that the above mentioned property 
is within Zone C, and is not within the 
Special Flood Hazard Area. The map 
amendment is not based on the place¬ 
ment of fill on the above named property 
after the effective date of the Flood In¬ 
surance Rate Map of the community. 
Accordingly, Map No. H 345327 10 Is 
hereby corrected to reflect that the above 
property is not within the Special Flood 
Hazard Area identified on February 20, 
1973. 

(National Flood Insairance Act of 1968 (Title 
XIII of Housing and Urban Development Act 
of 1968), effective January 28. 1909 (33 FR 
17804, November 28, 1908). as amended, (42 
U-S.C. 4001-4128); and Secretary’s delega¬ 
tion of authority to Federal Insurance 
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Administrator 34 FR 2680, February 27, 1960. 
as amended by 39 FR 2787, January 24, 1974) 

Issued: August 13,1976. 

Howard B. Clark, 

Acting Federal 
Insurance Administrator. 


[FR Doc.76-24524 Filed 8-19-76;8:45 am) 


[Docket No. Fl-321) 

PART 1920—PROCEDURE FOR MAP 
CORRECTION 

Letter of Map Amendment for City of 
Hollis, Oklahoma 

On August 6, 1974, in 39 FR 28266, the 
Federal Insurance Administrator pub¬ 
lished a list of communities with Special 
Flood Hazard Areas which included the 
City of Hollis, Oklahoma. Map No. H 
400068A Panel 01 indicates that Lot 3. 
Block 20, College Heights Addition to 
the Town of Holiis, Oklahoma, and Lot 
11, Block 19. Hollis Townsite Addition 
to Hollis, Oklahoma, as recorded in Book 
1 of Plats, Page 2, and Book 1 of Plats, 
Page 15, respectively, in the office of the 
Harmon County Clerk. Oklahoma, are 
in their entirety within the Special Flood 
Hazard Area. It has been determined by 
the Federal Insurance Administration, 
after further technical review of the 
above map in light of additional, recently 
acquired flood information, that the 
above mentioned property is not within 
the Special Flood Hazard Area. Accord¬ 
ingly, Map No. H 400068A Panel 01 is 
hereby corrected to reflect that the above 
property is not within the Special Flood 
Hazard Area identified on June 28, 1974. 

(National Flood Insurance Act of 1968 (Title 
XIII of Housing and Urban Development Act 
of 1968), effective January 28. 1969 (33 FR 
17804, November 28. 1968). as amended, (42 
U.S.C. 4001-4128); and Secretary’s delegation 
of authority to Federal Insurance Adminis¬ 
trator 34 FR 2680, February 27, 1969, as 
amended by 39 FR 2787. January 24, 1974) 

Issued: August 11, 1976. 

Howard B. Clark. 

Acting Federal 
Insurance Administrator . 

[FR Doc.76-24525 Filed 8-19-76;8:45 am) 


(Docket No. FI-2571 

PART 1920—PROCEDURE FOR MAP 
CORRECTION 

Letter of Map Amendment for City of 
Plano, Texas 

On May 6, 1974, In 39 FR 15874, the 
Federal Insurance Administrator pub¬ 
lished a list of communities with special 
hazard areas which included Plano, 
Texas. Map Nos. H 480140 05 & 06 indi¬ 
cate that Lot 25, Block B and Lot 44. 
Block E of Park Boulevard Estates West 
No. 2-B Subdivision, Plano. Texas, as 
recorded in Volume 8, Page 1 of the Map 
Plat Records of Collin County, Texas, 
are in their entirety within the Special 
Flood Hazard Area. It has been deter¬ 
mined by the Federal Insurance Admin¬ 
istration, after further technical review 
of the above map in light of additional, 


recently acquired flood information, that 
the structures on the above property are 
not within the Special Flood Hazard 
Area. Accordingly. Map Nos. H 480140 
05 & 06 are hereby corrected to reflect 
that the above property Is not within the 
Special Flood Hazard Area identified on 
May 10. 1974. 

(National Flood Insurance Act of 1968 (Title 
XIH of Housing and Urban Development Act 
of 1968). effective January 28. 1969 (33 FJR. 
17804, November 28. 1968), as amended, (42 
UJ5.C. 4001-4128); and Secretary’s delegation 
of authority to Federal Insurance Adminis¬ 
trator 34 F.R. 2680. February 27. 1969. as 
amended by 39 FJEt. 2787, January 24. 1974.) 

Issued: August 12, 1976. 

Howard B. Clark. 

Acting Federal 
Insurance Administrator. 

(FR Doc.76-24526 Filed 8-19-76;8:45 am] 


(Docket No. FI-239J 

PART 192Q—PROCEDURE FOR MAP 
CORRECTION 

Letter of Map Amendment for City of 
San Antonio, Texas 

On April 11, 1974, in 39 FR 13152, the 
Federal Insurance Administrator pub¬ 
lished a list of communities with special 
hazard areas which included San An¬ 
tonio, Texas. Map No. H 480045 21 indi¬ 
cates that Lot 35. Block 2, New City 
Block 206 being Vista Verde Project, 
Texas, R-109, Subdivision Unit 1 as re¬ 
corded in Book Volume 7700, Page 224 
in the office of the Clerk of Bexar County, 
Texas, is in its entirety within the Spe¬ 
cial Flood Hazard Area. It has been de¬ 
termined by the Federal Insurance Ad¬ 
ministration, after further technical 
review of the above map in light of the 
additional, recently acquired flood infor¬ 
mation, that the above property is not 
within the Special Flood Hazard Area. 
Accordingly, Map No. H 480045 21 is 
hereby corrected to reflect that the above 
property is not within the Special Flood 
Hazard Area identified on April 5. 1974. 

(National Flood Insurance Act of 1968 (Title 
XIH of Housing and Urban Development Act 
of 1968), effective January 28. 1969 (33 FR 
17804, November 28. 1968). as amended. (42 
US.C. 4001-4128) ; and Secretary’s delegation 
of authority to Federal Insurance Adminis¬ 
trator 34 FR 2680. February 27, 1969, as 
amended by 39 FR 2787, January 24, 1974.) 

Issued: August 13, 1976. 

Howard B. Clark, 

Acting Federal 
Insurance Administrator . 

(FR Doc.76-24527 Filed 8-19-76;8:45 am) 


(Docket No. FI-2134) 

PART 1920—PROCEDURE FOR MAP 
CORRECTION 

Letter of Map Amendment for City of 
Mequon, Wisconsin 

On June 25, 1976, in 41 FR 26419. the 
Federal Insurance Administrator pub¬ 
lished a list of communities with Special 
Flood Hazard Areas which included the 


City of Mequon, Wisconsin. Map No. 
H&I 555564B 07 indicates that Highland 
Colony Estates, Mequon, Wisconsin, as 
recorded in Certified Survey Map Vol¬ 
ume 2, Pages 37 through 39, in the office 
of the Register of Deeds of Ozaukee 
County, Wisconsin, are within the Spe¬ 
cial Flood Hazard Area. It has been de¬ 
termined by the Federal Insurance Ad¬ 
ministration, after further technical 
review of the above map in light of addi¬ 
tional, recently acquired flood informa¬ 
tion, that structures 1 through 3, and 
Units 12908, 12910, 12912, 12914, 12916, 
12918 of structure 4 as shown on the 
Topographical Survey Maps of Land in 
the City of Mequon. Ozaukee County. 
Wisconsin, prepared by William H. 
Schmitt and Associates, June 26, 1975, 
are within Zone C, and are not within 
the Special Flood Hazard Area. The map 
amendment is not based on the place¬ 
ment of fill on the above named property 
after the effective date of the Flood In¬ 
surance Rate Map of the Community. 
Accordingly, Map No. H&I 555564B 07 is 
hereby corrected to reflect that the above 
mentioned property is not within the 
Special Flood Hazard Area identified on 
November 7,1972. 

(National Flood Insurance Act of 1968 (Title 
XIII of Housing and Urban Development Act 
of 1968), effective January 28, 1969 (33 FB 
17804. November 28, 1968), as amended. (42 
U.S.C. 4001-4128) ; and Secretary’s delegation 
of authority to Federal Insurance Adminis¬ 
trator 34 FR 2680, February 27, 1969. ft? 
amended by 39 FR 2787, January 24. 1974 ) 

Issued: August 10,1976. 

Howard B. Clark. 

Acting Federal 
Insurance Administrator. 

(FR Doc.76-24528 Filed 8-19-76,8:45 ami 


Title 26—Internal Revenue 

CHAPTER I—INTERNAL REVENUE SERV¬ 
ICE, DEPARTMENT OF THE TREASURY 
SUBCHAPTER C—EMPLOYMENT TAXES 
(T.D. 7430] 

PART 31—EMPLOYMENT TAXES; APPLI 
CABLE ON AND AFTER JANUARY 1, 
1955 

SUBCHAPTER F—PROCEDURE AND 
ADMINISTRATION 

PART 301—REGULATIONS ON 
PROCEDURE AND ADMINISTRATION 

Discharge of Liens; Employment Tax Liabil¬ 
ity of Third Parties Paying or Providing 
for Wages 

Preamble. On May 20, 1975, a notice 
of proposed rulemaking to conform tne 
Employment Tax Regulations <26 CFK 
Part 31) and the Regulations on Pro¬ 
cedure and Administration (26 CFR Pai t 
301) under sections 3505 (relating to trie 
employment tax liability of third 
paying or providing for wages) and 
(relating to discharge of f 

changes made by sections 105 <80 btai. 
1138) and 109 (80 Stat. 1141) of the 
Federal Tax Lien Act of 1966 puj>- 
lished In the Federal Register <40 rn 
21965). . fh . 

Section 3505 generally relates to m 
liability of third parties paying or pro- 
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viding for wages. Section 31.3505-1 of 
the proposed regulations provided rules 
relating to the liability for withholding 
taxes imposed upon third persons who 
finance employers’ payrolls. Generally, 
those provisions of the proposed regu¬ 
lations applied to a lender, surety, or 
other person who directly pays wages to 
the employees of another person or who 
supplies funds to an employer for the 
specific purpose of paying wages of the 
employees of that employer with actual 
notice or knowledge that the employer 
does not intend, or will not be able, to 
pay the withholding taxes. 

Section 31.3505-1 (b) (2) of the pro¬ 
posed regulations has been revised by de¬ 
leting example (3). In this example, a 
lender advanced funds to an employer 
for the purpose of paying net wages of 
that employer with actual notice of 
knowledge that the employer would not 
be able to make timely payment of the 
withholding taxes. The example con¬ 
cluded that, for purposes of imposing lia¬ 
bility upon the lender under section 3505, 
it was immaterial that after the ad¬ 
vances the lender learned that the em¬ 
ployer had other funds with which the 
taxes could have been paid. Upon recon¬ 
sideration, it was concluded that, be¬ 
cause liability under section 3505 de¬ 
pends upon actual notice or knowledge 
at the time the advance is made, example 
•3> was unnecessary. 

Section 7425 generally relates to dis¬ 
charge of liens and redemption of real 
property by the United States. Section 
301.7425-4 of the proposed regulations 
contained provisions relating to the re¬ 
demption by the United States of real 
property that is sold in a nonjudiciffl 
foreclosure sale to satisfy a lien prior to 
a Federal tax lien on such property. Sec¬ 
tion 301.7425-4(a) (3) of the proposed 
regulations has been revised. The pro¬ 
posed regulations had provided that in a 
case in which the United States is not 
entitled to a notice of sale under section 
7425 1 b) and 301.7425-3 (e.g., where a 
notice of tax lien has not been filed more 
than 30 days before the date of sale), no 
right of redemption exists under section 
<425 id >; however, the United States 
would have the same right of redemp¬ 
tion afforded any secured creditor under 
the applicable local law. In response to a 
comment, § 301.7425-4<a) (3) of the final 
regulations has been revised to provide 
that, under the circumstances stated 
above, the United States is afforded the 
same right of redemption afforded simi- 
law CreC * it0rS under a PP licft ble local 

Section 301.7425-4(b) ( 1 ) of the pro¬ 
posed regulations has also been revised. 
Section 7425(d) < 2 ) of the Code provides 
hat where the United States redeems 
Property sold at a nonjudicial sale to 
^tisfy a lien prior to that of the United 
^tates. the district director shall pay the 
amount specified in 28 United States 
nf section 2 *10. Section 7425-4(b)-l 
vi PrpP 0 ^ regulations has been re- 

secl make clear that such section de- 
ermines the amount to be paid only 
when the United States exercises its right 

redemption under section 7425. 


Adoption op Amendments to the 
Regulations 

On May 20, 1975, a notice of proposed 
rulemaking was published in the Federal 
Register (40 FR 21965) in order to con¬ 
form the Employment Tax Regulations 
(26 CFR Part 31) and the Regulations on 
Procedure and Administration (26 CFR 
Part 301) under section 3505 and 7425 of 
the Internal Revenue Code of 1954 to 
sections 105 and 109 of the Federal Tax 
Lien Act of 1966 (80 Stat. 1138 and 1141). 
Section 301.7425 and §§ 301.7425-1 
through 301.7425-4 (inclusive) of the 
regulations hereby adopted supersede 
§§ 400.4. 400.4-1. 400.5 and 400.5-1 of this 
chapter, relating to section 109 of the 
Federal Tax Lien Act of 1986, which were 
prescribed by T.D. 6944, approved Janu¬ 
ary 17, 1968 (33 FR 732). After taking 
into consideration all such relevant mat¬ 
ter as was presented by interested per¬ 
sons regarding the rules proposed, the 
amendment of the regulations as pro¬ 
posed is hereby adopted, subject to the 
changes set forth below: 

Paragraph 1 . Paragraph (b) ( 2 ) of 
§ 31.3505-1, as set forth in paragraph 1 
of the appendix to the notice of proposed 
rulemaking, is amended by deleting ex¬ 
ample (3) therefrom. 

Par. 2. Section 301.7425-3(d) (2). as set 
forth in paragraph ( 3 ) of the appendix 
to the notice of proposed rulemaking, is 
amended by substituting "December 31, 
1976" for "(a date to be specified in the 
Treasury decision adopting final regula¬ 
tions under this section)". 

Par. 3. Paragraph (a) (3) of § 301.- 
7425-4, as set forth in paragraph (3) of 
the appendix to the notice of proposed 
rulemaking, is amended by revising the 
last sentence thereof. This revised provi¬ 
sion reads as set forth below. 

Par. 4. Paragraph (b>(l) of §301.- 
7425-4, as set forth in paragraph 3 of the 
appendix to the notice of proposed rule- 
making, is amended by revising so much 
thereof as precedes subdivision (i) to 
read as set forth below. 

Par. 5. Section 301.7425-4(b) (1) (iv), 
as set forth in paragraph 3 of the ap¬ 
pendix to the notice of proposed rule- 
making, is amended by substituting "De¬ 
cember 31, 1976" for "(a date to be speci¬ 
fied in the Treasury decision adopting 
final regulations under this section)". 

Par. 6 . Section 301.7425-4(b) (4) (i), as 
set forth in paragraph ( 3 ) of the appen¬ 
dix to the notice of proposed rulemaking, 
is amended by substituting "December 31, 
1976" for "(a date to be specified in the 
Treasury decision adopting final regula¬ 
tions under this section)”. 

(8ec. 7805. Internal Revenue Code of 1954 
(68A Stat. 917: 26 U.S.C. 7805).) 

Donald C. Alexander, 

Commissioner of Internal Revenue. 

Approved: August 16. 1976. 

Charles M. Walker, 

Assistant Secretary of the 

Treasury. * 

In order to provide regulations under 
section 3505 of the Internal Revenue 
Code of 1954, as added by section 105 
(a) of the Federal Tax Lien Act of 1966 


(Public Law 89-719, 80 Stat. 1138) and 
under section 7425 of such Code, as added 
by section 109 of such Act (80 Stat. 1141), 
the Employment Tax Regulations (26 
CFR Part 31) and the Regulations on 
Procedure and Administration (26 CFR 
Part 301) are amended as follows: Sec¬ 
tion 301.7425 and §§ 301.7425-1 through 
301.7425-4 (inclusive) of the regulations 
hereby adopted supersede §§ 400.4, 400.4- 
1. 400.5, and 400.5-1 of this chapter 
(Temporary Regulations under the Fed¬ 
eral Tax Lien Act of 1966) which were 
prescribed by T.D. 6944, approved Janu¬ 
ary 17, 1968 (33 FR n 32). 

Paragraph 1 . There are added imme¬ 
diately after § 31.3504-1 the following 
new §§ 31.3505 and 31,3505-1. 

§31.3505 Statutory provisions; liability 
of third parlies paying or providing 
for wage*. 

Sec. 3505. Liability of third parties paying 
or providing for wages —(a) Direct payment 
by third parties. For purposes of sections 
3102. 3202. 3402. and 3403, if a lender, surety, 
or other person, who is not an employer un¬ 
der such sections with respect to an em¬ 
ployee or group of employees, pays wages di¬ 
rectly to such an employee or group of em¬ 
ployees, employed by one or more employ¬ 
ers. or to an agent on behalf of such em¬ 
ployee or employees, such lender, surety, or 
other person shall be liable In his own per¬ 
son and estate to the United States in a 
sum equal to the taxes (together with inter¬ 
est) required to be deducted and withheld 
from such wages by such employer. 

(b) Personal liability where funds are sup¬ 
plied. If a lender, surety, or other person 
supplies funds to or for the account of an 
employer for the specific purpose of paying 
wages of the employees of such employer, 
with actual notice or knowledge (within the 
meaning of section 6323(1) (1) that such 
employer does not Intend to or will not be 
able to make timely payment or deposit of 
the amounts of tax required by this sub¬ 
title to be deducted and withheld by such 
employer from such wages, such lender, 
surety, or other person shall be liable In 
hls own person and estate to the United 
States in a sum equal to the taxes (together 
with Interest) which are not paid over to 
the United States by such employer with 
respect to such wages. However, the liability 
of such lender, surety, or other person shall 
be limited to an amount equal to 25 percent 
of the amount so supplied to or for the ac¬ 
count of such employer for such purpose. 

(c) Effect of payment. Any amounts paid 
to the United States pursuant to this sec¬ 
tion shall be credited against the liability of 
the employer. 

(Sec. 3505 as added by sec. 105(a). Federal 
Tax Lien Act 1966 (80 Stat. 1138) ) 

§ 31.3505—1 Liability of third parties 
paying or providing for wages. 

(a) Personal liability in case of direct 
payment of wages—( 1) In general. A 
lender, surety, or other person— 

(i) Who is not an employer for pur¬ 
poses of section 3102 (relating to deduc¬ 
tion of tax from wages under the Fed¬ 
eral Insurance Contributions Act), sec¬ 
tion 3202 (relating to deduction of tax 
from compensation under the Railroad 
Retirement Tax Act), or section 3402 
(relating to deduction of income tax from 
wages) with respect to an employee or 
group of employees, and 
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<ii) Who pays wages on or after Janu¬ 
ary 1, 1967, directly to such employee or 
group of employees, employed by one or 
more employers, or to an agent on be¬ 
half of such employee or employees. 

shall be liable in his own person and es¬ 
tate for payment to the United States of 
an amount equal to the sum of the taxes 
required to be deducted and withheld 
from those wages by the employer under 
subtitle C of the Code and interest from 
the due date of the employer’s return re¬ 
lating to such taxes for the period in 
which the wages are paid. 

(2) Example. The provisions of this 
paragraph may be illustrated by the fol¬ 
lowing example: „ 

Example. Pursuant to a wage claim of $200, 
A. a surety company, paid a net amount of 
$158 to B. an employee of the X Construc¬ 
tion Company. This was done In accordance 
with A’s payment bond covering a private 
construction Job on which B was an em¬ 
ployee. If X Construction Company fails to 
make timely payment or deposit of $42.00, 
the amount of tax required by subtitle C of 
the Code to be deducted and withheld from 
a $200 wage payment to B. A becomes per¬ 
sonally liable for $12.00 ( i an amount 
equal to the unpaid taxes), plus interest 
upon this amount from the due date of X's 
return. 

(b) Personal liability where funds are 
supplied—( 1) In general. A lender, 
surety, or other person who— 

(1) Advances funds to or for the ac¬ 
count of an employer for the specific 
purpose of paying w’ages of the employ¬ 
ees of that employer, and 

(ii) At the time the funds are ad¬ 
vanced. has actual notice or knowledge 
(within the meaning of section 6323(i) 
( 1 )) that the employer does not intend 
to, or will not be able to, make timely 
payment or deposit jof the amounts of 
tax required by subtitle C of the Code to 
be deducted and withheld by the em¬ 
ployer from those wages, 

shall be liable In his own person and es¬ 
tate for payment to the United States of 
an amount equal to the sum of the taxes 
which are required by subtitle C of the 
Code to be deducted and withheld from 
wages paid on or after January 1, 1967. 
and which are not paid over to the United 
States by the employer, and interest from 
the due date of the employer's return re¬ 
lating to such taxes. However, the lia¬ 
bility of the lender, surety, or other per¬ 
son for such taxes shall not exceed 25 
percent of the amount supplied by him 
for the payment of wages. The preced¬ 
ing sentence and the second sentence of 
section 3505(b) limit the liability of a 
lender, surety, or other person arising 
solely by reason of section 3505, and they 
do not limit the liability which the 
lender, surety or other person may incur 
to the United States as a third-party 
beneficiary of an agreement between the 
lender, surety, or other person and the 
employer. The liability of a lender, 
surety, or other person does not include 
penalties imposed on the taxpayer. 

(2) Examples. The provisions of this 
paragraph may be illustrated by the fol¬ 
lowing examples: 


Example (1). D, a savings and loan asso¬ 
ciation, advances $10,000 to Y for the spe¬ 
cific purpose of paying the net wages of 
Vs employees. D advances those funds with 
knowledge that Y will not be able to make 
timely payment of the taxes required to be 
deducted and withheld from these wages by 
subtitle C of the Code. Y uses the $10,000 to 
pay the net wages cf his employees but falls 
to remit withholding taxes under subtitle 
C in the amount of $2,000. D's liability, 
under this section, is limited to $2,500, 25 
percent of the amount supplied fer the pay¬ 
ment of wages to Y’s employees, plus Interest 
thereon. 

• Example (2). E, a loan company, advances 
$15,000 to P, a contractor, for the specific 
purpose of paying $20,000 of net wages due 
to F's employees. E advances these funds 
with knowledge that P will not be able to 
make timely payment of the tax s required 
to be deducted and withheld from these 
wages by subtitle C of the Code. F applies 
$5,000 of Its own funds toward payment of 
thes^ wages. The amount of tax required 
to be deducted and withheld from the gross 
wages Js $4,500. The limitation applicable to 
E’s liability for withholding taxes is $3,750 
(25 percent of $15,000). However, because E 
furnished only a portion of the total net 
wages, E Is liable for $3,375 of the taxes 
required to be deducted and withheld ($4.- 
600 X $15,000/$20,000) plus interest thereon. 

(3) Ordinary working capital loan. 
The provisions of section 3505(b) do not 
apply in the case of an ordinary working 
capital loan made to an employer, even 
though the person supplying the funds 
knows that part of the funds advanced 
may be used to make wage payments In 
the ordinary course of business. Gen¬ 
erally, an ordinary working capital loan 
is a loan which is made to enable the 
borrower to meet current obligations as 
they arise. The person supplying the 
funds is not obligated to determine the 
specific use of an ordinary working cap¬ 
ital loan or the ability of the employer 
to pay the amounts of tax required by 
subtitle C of the Code to be deducted 
and withheld. However, section 3505(b) 
is applicable where the person supply¬ 
ing the funds has actual notice or knowl¬ 
edge (within the meaning of section 6323 
(i) (l)) at the time of the advance that 
the funds, or a portion thereof, are to 
be used specifically to pay net wages, 
whether or not the written agreement 
under which the funds are advanced 
states a different purpose. Whether or 
not a lender has actual notice or knowl¬ 
edge that the funds are to be used to 
pay net wages, or merely that the funds 
may be so used, depends upon the facts 
_ and circumstances of each case. For ex¬ 
ample, a lender, who has actual notice 
or knowledge that the withheld taxes will 
not be paid, will be deemed to have ac¬ 
tual notice or knowledge that the funds 
are to be used specifically to pay net 
wages where substantially all of the em¬ 
ployer’s ordinary operating expenses 
consist of salaries and wages even though 
funds for other incidental operating 
expenses may be supplied pursuant to 
an agreement described as a working 
capital loan agreement. 

<c> Definition of other person—( 1) 
In general. As used in this section, the 


term “other person” means any person 
who directly pays the wages or supplies 
funds for the specific purpose of paying 
the wages of an employee or group of 
employees of another employer. It does 
not include a person acting only as 
agent of the employer or as agent of 
the employees. 

(2) Examples. The provisions of this 
paragraph may be illustrated by the 
following examples: 

Example (I). Pursuant to an agreement 
between L, a labor union, and M, an em¬ 
ployer, M makes monthly vacation payments 
(of a sum equal to a certain percentage of the 
remuneration paii to each union member 
employed by M during the previous month) 
to a union administered pool plan under 
which each employee’s rights are fully vested 
and nonforfeitable frem the time the money 
is paid by M. Vacation allowances are ac¬ 
cumulated by the plan and distributed to 
eligible employees during their vacations. 
L, acting merely as a conduit with respect 
to these payments, would Incur no liability 
under section 3505. 


Example (2). If, a construction company, 
maintains a payroll account with the O 
Bank in which N deposits its own funds 
Pursuant to an automated payroll service 
agreement between N ar.d O, O prepares 
payroll checks and earnings statements for 
each of N’s employees reflecting the net pay 
due each such employee. These checks ere 
delivered to N fer signature. After the checks 
are signed, O distributes them directly to 
N's employees on the re flatly scheduled pay 
day. O. acting only in the capacity of a dis¬ 
bursing agent of N’s funds, would incur no 
liability under section 3505 with respect to 
these payroll distributions. However. O may 
Incur liability under section 3605 in the 
capacity of a lender If It supplies the fund 
lor the payment of wages. 


(d) Payment of taxes and interest — 
( 1 ) Procedure for payment. A lender, 
surety, or other person may satisfy the 
personal liability imposed upon him by 
section 3505 by executing Form 4219 and 
filing it, accompanied by payment of the 
amount of tax and interest due the 
United States, in accordance with the in¬ 
structions for the form. In the event 
the lender, surety, or other person does 
not satisfy the liability imposed by sec¬ 
tion 3505, the United States may collect 
the liability by appropriate civil proceed¬ 
ing commenced within 6 years after as¬ 
sessment of the tax against the em¬ 
ployer. , 

(2) Effect of payment — <i> In general. 
A person paying the amounts of tax re¬ 
quired to be deducted and withheld b> 
subtitle C of the Code as a result of sec¬ 
tion 3505 and this section is not re¬ 
quired to pay the employer’s portion o 
the payroll taxes upon those wages* o 
file an employer’s tax return with re¬ 
spect to those wages, or furnish annua 
wage and tax statements to the em- 

^^LL) 6 Amounts paid by a lender, s 1 #etv, 
or other person. Any amounts paid to 
the lender, surety, or other 
United States pursuant to this «*ti^ 
shall be credited against the UabiU t> o 
the employer on whose behalf those pay 
ments are made and shall also ^red uc 
total liability imposed upon the lenae 
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surety, or other person under section 
3505 and this section. 

<iii) Amounts paid by the employer . 
Any amounts paid to the United States 
by an employer and applied to his liabil¬ 
ity under subtitle C of the Code shall 
reduce the total liability imposed upon 
that employer by subtitle C. Such pay¬ 
ments will also reduce the liability im¬ 
posed upon a lender, surety, or other 
person under section 3505 except that 
such liability shall not be reduced by any 
portion of an employer's payment applied 
against the employer’s liability under 
subtitle C which is in excess of the total 
liability imposed upon the lender, surety, 
or other person under section 3505. For 
example, if a lender supplies $ 1,000 to an 
employer for the payment of net wages, 
upon which $300 withholding tax liabil¬ 
ity is imposed, a part-payment of $25 by 
the employer which is applied to this 
liability would reduce the employer’s 
total liability under subtitle C of the 
Code by that amount, but the liability 
imposed upon the lender by section 
3505(b) in^an amount equal to the with¬ 
holding tax liability of the employer, 
which is limited to 25 percent of the 
amount supplied by him, would remain 
$250. However, if the employer makes 
another payment of $200 which is applied 
to liis liability for the withholding taxes, 
the lender’s liability under section 3505 
attributable to the withholding taxes is 
reduced by $175 ($225 less $50 (the 
amount by which the employer’s liability 
exceeds the lender’s liability after appli¬ 
cation of the limitation)). Thus, after 
the second payment by the employer, the 
lender’s liability under section 3505(b) 
is $75 ($250 less $175) plus interest due 
on the underpayment for the period of 
underpayment. 

(e) Returns required by employers and 
statements for employees. This section 
does not relieve the employer of the re¬ 
sponsibilities imposed upon him to file 
the returns and supply the receipts and 
statements required under subchapter A, 
Chapter 61 of the Code (relating to re¬ 
turns and records). 

<f) Time when liability arises. The lia¬ 
bility under section 3505 and this section 
of a lender, surety, or other person pay¬ 
ing or supplying funds for the payment 
of wages is incurred on the last day pre¬ 
scribed for the filing of the employer’s 
*Wieral employment tax return (deter¬ 
ged without regard to any extension of 
tune) in respect of such wages. 

Par. 2 . Section 301.7425 is amended by 
renumbering such section as g 301.7427, 

renumbering section 7425 of such sec¬ 
tion as Sec. 7427, and by adding a his- 
not ’ e * These renumbered and 
aaded provisions read as follows: 

§301.7427 Statutory provision*; cross 

re f ere nc e s* 

7427. Cross references. • • • 


- • • • 

IScc 7427 as renumbered by sec. 109, Fed 
m Llea Act I960 (80 6tat. 1141) J 

. 3 o,T here are added immediat 

oA 01 * 7424 " 1 the tallowing * 

85 301.7425 through 301.7425-4. 


§ 301.7425 Statutory provision*; dis¬ 
charge of liens. 

(a) Section 7425 of the Internal Reve¬ 
nue Code of 1954, as added by section 
109 of the Federal Tax Lien Act of 1966: 

Sec. 7425. Discharge of liens —(a) Judicial 
proceedings. If the United States Is not 
Joined as a party, a judgment In any civil 
action or suit described in subsection (a) 
of section 2410 of title 28 of the United States 
Code, or a judicial sale pursuant to such a 
Judgment, with respect to property on which 
the United States has or claims a lien under 
the provisions of this title— 

(1) Shall be made subject to and without 
disturbing the lien of the United States, if 
notice of such lien has been filed in the place 
provided by law for such filing at the time 
such action or suit is commenced, or 

(2) Shall have the same effect with respect 
to the discharge or divestment of such lien 
of the United States as may be provided with 
respect to such matters by the local law of 
the place where such property is situated. If 
no notice of such lien has been filed In the 
place provided by law for such filing at the 
time such action or suit Is commenced or if 
the law makes no provision fer such filing. 

If a Judicial sale of property pursuant to 
a Judgment in any civil action or suit to 
which the United States is not a party dis¬ 
charges a hen of the United States arising 
under the provisions of this title, the United 
States may claim, with the same priority as 
Its lien had against the property sold, the 
proceeds (exclusive of costs) of such sale at 
any time before the distribution of such pro¬ 
ceeds is ordered. 

(b) Other sales. Notwithstanding subsec¬ 
tion (a) a sale of property on which the 
United States has or claims a lien, or a title 
derived from enforcement of a lien, under 
the provisions of this title, made pursuant 
to an Instrument creating a lien on such 
property, pursuant to a confession of Judg¬ 
ment on the obligation secured by such an 
Instrument, or pursuant to a nonjudlclal 
sale under a statutory Hen on such prop¬ 
erty— 

(1) Shall, except as otherwise provided, be 
made subject to and without disturbing 
such lien or title, if notice of such lien was 
filed or such title recorded In the place 
provided by law for such filing or recording 
more than 30 days before such sale and the 
United States is not given notice of such 
sale In the manner prescribed In subsection 

(c)(1); or 

(2) Shall have the same effect with respect 
to the discharge or divestment of such lien 
or such title of the United States, as may be 
provided with respect to such matters by 
the local law of the place where such prop¬ 
erty issituated. If— 

(A) Notice of such lien or such title was 
not filed or recorded In the place provided 
by law for such filing more than 30 days 
before such sale, 

(B) The law makes no provision for such 
filing, or 

(C) Notice of such sale is given in the 
manner prescribed In subsection (c)(1). 

(c) Special Rules— (1) Notice of sale. No¬ 
tice of a sale to which subsection (b) ap¬ 
plies shall be given (In accordance with 
regulations prescribed by the Secretary or 
his delegate) In writing, by registered or 
certified mall or by personal service, not less 
than 25 .days prior to such sale, to the Secre¬ 
tary or bis delegate. 

(2) Consent to sale. Notwithstanding the 
notice requirement of subsection (b) (2) (C), 
a sale described In subsection (b) of prop¬ 
erty shall discharge or divest such property 
of the Hen or title of the United States If 
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the United States consents to the sale of 
such property free of such lien or title. 

(3) Sale of perishable goods. Notwith¬ 
standing the notice requirement of subsec¬ 
tion (b)(2)(C), a sale described in subsec¬ 
tion (b) of property liable to perish or be¬ 
come greatly reduced in price or value by 
keeping, or which cannot be kept without 
great expense, shall discharge or divest such 
property of the lien or title of the United 
States If notice of such sale Is given (In 
accordance with regulations prescribed by 
the Secretary or his delegate) In writing, by 
registered or certified mail or by personal 
service, to the Secretary or his delegate be¬ 
fore such sale. The proceeds (exclusive of 
costs) of such sale shall be held as a fund 
subject to the liens and claims of the 
United States, In the same manner and with 
the same priority as such liens and claims 
had with respect to the property sold, for 
not less than 30 days after the date of such 
sale. 

(d) Redemption by United States — (1) 
Right to redeem. In the case of a sale of real 
property to which subsection (b) applies to 
satisfy a lien prior to that of the United 
States, the Secretary or his delegate may 
redeem such property within the period of 
120 days from the date of such sale or the 
period allowable for redemption under local 
law, whichever Is longer. 

(2) Amount to be paid. In any case in 
which the United States redeems real prop¬ 
erty pursuant to paragraph (1), the amount 
to be paid for such property shall be the 
amount prescribed by subjection (d) of sec¬ 
tion 2410 of title 28 of the United States Code. 

(3) Certificate of redemption —(A)7n gen - 
eral. In any case in which real property is 
redeemed by the United States pursuant to 
this subjection, the Secretary or his delegate 
shall apply to the officer designated by local 
law. If ary, for the documents necessary to 
evidence the fact of redemption and to re¬ 
cord title to such property In the name of 
the United States. If no such officer Is des¬ 
ignated by local law or if such officer falls 
to Issue such documents, the Secretary or his 
delegate shall execute a certificate of redemp¬ 
tion therefor. 

(B) Filing. The Secretary or his delegate 
shall, without delay, cause such documents 
or certificate to be duly recorded In tbe 
proper registry of deeds. If the State In which 
the real property redeemed by the United 
States is situated has not by law designated 
an office in which such certificate may be re¬ 
corded, the Secretary or his delegate shall 
file such certificate in the office of the clerk 
of the United States district court for the 
judicial district In which such property Is 
situated. 

(C) Effect. A certificate of redemption ex¬ 
ecuted by the Secretary or his delegate shall 
constitute prtma facie evidence of the regu¬ 
larity of such redemption and shall, when 
recorded, transfer to the United States all 
the rights, title, and interest In and to such 
property acquired by the person from whom 
the United States redeems such property by 
virtue of the sale of such property. 

[Sec. 7425 as added by sec. 109, Federal Tax 
Lien Act of 1966 (80 Stat. 1141)1 

(b) Section 2410 of title 28 of the United 
8tates Code, as amended by section 201 of the 
Federal Tax Lien Act of 1966: 

Sec. 2410. Actions affecting property on 
which United States has lien. • • • 

(d) In any case In which the United States 
redeems real property under • • • section 
7425 of the Internal Revenue Code of 1964, 
the amount to be paid for such property 
shall be the sum of— 

(1) The actual amount paid by the pur¬ 
chaser at such sale (which, in the case of 
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a purchaser who is the holder of the lien 
being foreclosed, shall Include the amount of 
the obligation secured by such lien to the 
extent satisfied by reason of such sale), 

(2) Interest on the amount paid (as de¬ 
termined under paragraph (1)) at 6 percent 
per annum from the date of such sale, and 

(3) The amount (if any) equal to the ex¬ 
cess of (A) the expenses necessarily In¬ 
curred In connection with such property, over 
(B) the income from such property plus (to 
the extent such property is used by the pur¬ 
chaser) a reasonable rental value of such 
property, 

(Sec. 2410 (d) as amended by sec. 201, Fed¬ 
eral Tax Lien Act 1966 (80 Stat. 1147)1 

§ 301.7425-1 Discharge of liens; scope 
and application; judicial proceed¬ 
ings. 

(a) In general. A tax lien of the 
United States, or a title derived from 
the enforcement of a tax lien of the 
United States, may be discharged or di¬ 
vested under local law only in the man¬ 
ner prescribed in section 2410 of Title 
28 of the United States Code or in the 
manner prescribed in section 7425 of 
the Internal Revenue Code. Section 7425 

(a) contains provisions relating to the 
discharge of a lien when the United 
States is not joined as a party in the 
Judicial proceedings described in sub¬ 
section (a) of section 2410 of Title 28 
of the United States Code. These judicial 
proceedings are plenary in nature and 
proceed on formal pleadings. Section 
7425(b) contains provisions relating to 
the discharge of a lien or a title derived 
from the enforcement of a lien in the 
event of a nonjudicial sale with respect 
to the property involved. Section 7425 
(c> contains special rules relating to the 
notice of sale requirements contained 
in section 7425(b). Section 301.7425-2 
contains rules with respect to the non- 
judicial sales described in section 7425 

(b) . Paragraph (a) of * 301.7425-3 con¬ 
tains rules with respect to the notice of 
sale provisions of section 7425(c)(1). 
Paragraph (b) of 5 201.7425-3 contains 
rules relating to the consent to sale pro¬ 
visions of section 7425(c) (2). Paragraph 

(c) of $ 301.7425-3 contains rules relat¬ 
ing to the sale of perishable goods pro¬ 
visions of section 7425(c) (3). Paragraph 

(d) of § 301.7425-3 contains the require¬ 
ments with respect to the contents of a 
notice of sale. Section 301.7425-4 pre¬ 
scribes rules with respect to the redemp¬ 
tion of real property by the United 
States. 

(b) Effective date. The provisions of 
section 7425, as added by the Federal 
Tax Lien Act of 1966, are effective with 
respect to sales described in section 7425 
occurring after November 2, 1966. The 
notice of sale provisions of section 7425 

(c) (1) or (3) do not apply to sales oc¬ 
curring after November 2, 1966, if the 
seller of the property performed an act 
before November 3, 1966, which act at 
the time of performance was required 
and effective under local law with re¬ 
spect to the sale. An example of such an 
act Is publication of a notice of the sale 
in a local newspaper before November 3, 
1966, If local law requires such publica¬ 
tion before a sale and the publication is 


effective under local law. Accordingly, in 
such a case, it is not necessary to notify 
the Internal Revenue Service pursuant 
to the provisions of section 7425 (c) (1) 
or (3). With respect to a notice of sale 
required under section 7425 (c) (1) or 
(3> — 

(1) Any notice of sale given to an of¬ 
fice of the Internal Revenue Service or 
the Treasury Department during the pe¬ 
riod November 3, 1966, through Decem¬ 
ber 21, 1966. shall be considered as ade¬ 
quate : 

(2) Any notice of sale given during the 
period December 22, 1966, through Janu¬ 
ary 31, 1968, which complies with the 
provisions of either— 

(1) Revenue Procedure 67-25, 1967-1 
CJB. 626 (based on Technical Information 
Release 873. dated December 22, 1966), 
or 

(ii) Section 301.7425-3, shall be con¬ 
sidered as adequate; and 

(3) Any notice of sale given after 
January 31, 1968, which complies with 
the provisions of 5 301.7425-3 shall be 
considered as adequate. 

(c) Judicial proceedings —(J) In gen - 
eral. Section 7425 (a) provides rules, 
where the United States is not joined 
as a party, to determine the effect of a 
judgment in any civil action or suit de¬ 
scribed in subsection (a) of section 2410 
of title 28 of the United States Code (re¬ 
lating to joinder of the United States in 
certain proceedings), or a judicial sale 
pursuant to such a judgment, with re¬ 
spect to property on which the United 
States has or claims a lien under the pro¬ 
visions of this title. If the United States 
is improperly named as a party to a 
judicial proceeding, the effect is the same 
as if the United States were not joined. 

(2) Notice of lien filed when the pro¬ 
ceeding is commenced. Where the United 
States Is not properly joined as a party 
in the court proceeding and a notice of 
lien has been filed in accordance with 
section 6323 (f) or (g) in the place pro¬ 
vided by law for such filing at the time 
the action or suit is commenced, a judg¬ 
ment or judicial sale pursuant to such 
a judgment shall be made subject to and 
without disturbing the lien of the United 
States. 

(3) Notice of lien not filed when the 
proceeding is commenced. —(i) General 
rule. Where the United States is not 
joined as a party in the court proceeding 
and either a notice of lien has not been 
filed in accordance with section 6323 (f) 
or (g) in the place provided by law for 
such filing at the time the action or suit 
is commenced, or the law makes no pro¬ 
vision for that filing, a judgment or 
judicial sale pursuant to such a judgment 
shall have the same effect with respect 
to the discharge or divestment of the lien 
of the United States as may be provided 
with respect to these matters by the local 
law of the place where the property is 
situated. 

(ii) Examples. The provisions of sub- 
paragraph (3) may be illustrated by the 
following examples: 

Example (I). A. the first mortgagee of an 
apartment building located In State Y, com¬ 
menced a foreclosure action on the mortgage 


prior to the time that a notice of a Federal 
tax lien, on that building, had been filed 
Under the law of Y. Junior liens on real 
property are discharged by a judicial sale pur¬ 
suant to a Judgment In a foreclosure action. 
Therefore, the Federal tax lien on the build¬ 
ing will be discharged by the Judicial sale. 
This result Is the same whether the tax lien 
arose before or after the date of commence¬ 
ment of the foreclosure action and whether 
notice of the tax lien was filed at any time 
after commencement of the foreclosure 
action. 

Example (2). On January 10. 1969, B dies 
testate and devises Blackacro to C. At B’s 
death. Blackacre la subject to a first mortgage 
held by D. Realty Is subject to administration 
as part of a decedent’s eatata under the laws 
of State X. However. C takes possession of 
Blackacre with the assent of E, the executor 
of B'8 estate. On January 5, 1970, D com¬ 
mences a foreclosure action on the mortgage 
Under the law of X. Junior liens on real 
property are discharged by a judicial sale 
pursuant to a Judgment in a foreclosure ac¬ 
tion. After commencement of the proceed¬ 
ings. ein assessment for estate taxes is made 
and. thereafter, a notice of lien Is filed in 
accordance with section 6323. The special lien 
on Blackacre. arising at the date of B’s death, 
for estate taxes under section 6324(a) will 
be discharged by the Judicial sale because 
there are no provisions for filing a notice 
thereof under law and Junior liens arc dis¬ 
charged by the sale under local law. The lien 
Is discharged even though the executor failed 
to obtain a discharge of his personal liability 
under section 2204. Furthermore, the general 
lien on Blackacre under section 6321 will be 
discharged by the judicial sale because the 
foreclosure action was commenced prior to 
the time that a notice of Hen was filed. 


(4 > Proceeds of a judicial sale. If a ju¬ 
dicial sale of property pursuant to a 
judgment in any civil action or suit to 
which the United States is not a party 
discharges a lien of the United States 
arising under the provisions of the Inter¬ 
nal Revenue Code of 1954, the United 
States may claim the proceeds of the sale 
(exclusive of costs) prior to the time 
that distribution of the proceeds is or¬ 
dered. The claim of the United States in 
such a case is treated as having the same 
priority with respect to the proceeds as 
the lien had with respect to the property 
which was discharged from the lien by 
the judicial sale. 


§301.7425-2 Discharge of lien#; non- 
judicial 

(a) In general. Section 7425(b) con¬ 
tains provisions with respect to the effect 
on the Interest of the United States in 
property in which the United States 
or claims a lien, or a title derived from 
the enforcement of a lien, of a sale made 


pursuant to— 

(1) An instrument creating a lien on 
the property sold. 

(2) A confession of judgment on the 
obligation secured by an instrumen 
creating a lien on the property sold, or 

(3) A statutory lien on the property 
sold. 


For purposes of this section, such a sale 
Is referred to as a “nonjudicial sale. The 
term “nonjudicial sale" Includes, but w 
not limited to. the divestment of the tax¬ 
payer’s Interest In property whichi o ■ _ 
curs by operation of law. by P^* 5 ^. r 
private sale, by forfeiture, or by ter- 
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mination under provisions contained in a 
contract for a deed or a conditional sales 
contract. Under section 7425(b)(1), if a 
notice of lien is filed in accordance with 
section 6323 <f) or (g), or the title de¬ 
rived from the enforcement of a lien is 
recorded as provided by local law, more 
than 30 days before the date of sale, and 
the appropriate district director is not 
given notice of the sale (in the manner 
prescribed in § 301.7425-3), the sale shall 
be made subject to and without disturb¬ 
ing the lien or title of the United States. 
Under section 7425(b) (2) (C), in any case 
in w hich notice of the sale is given to the 
district director not less than 25 days 
prior to the date of sale (In the manner 
prescribed in section 7425(c)(1)), the 
sale shall have the same effect with re¬ 
spect to the discharge or divestment of 
the lien or title as may be provided by 
local law with respect to other junior 
liens or other titles derived from the en¬ 
forcement of Junior liens. A nonjudicial 
sale pursuant to a lien which is junior to 
a tax lien does not divest the tax lien, 
even though notice of the nonjudicial sale 
is given to the appropriate district direc¬ 
tor. However, under the provisions of sec¬ 
tion 6325(b) and § 301.6325-1, a district 
director may discharge the property from 
a tax lien, including a tax lien which is 
senior to another lien upon the property. 

<b) Date of sale. In the case of a non- 
Judicial sale subject to the provisions of 
section 7425(b), in order to compute any 
period of time determined with reference 
to the date of sale, the date of sale shall 
be determined in accordance with the 
following rules: 

(1) In the case of divestment of junior 
liens on property resulting directly from 
a public sale, the date of sale is deemed 
to be the date the public sale is held, re¬ 
gardless of the date under local law on 
whict Junior liens on the property are 
divested or the title to the property is 
transferred, 

(2) In the case of divestment of junior 
liens on property resulting directly from 
a private sale, the date of sale is deemed 
to be the date title to the property is 
transferred, regardless of the date Junior 
liens on the property are divested under 
local law. and 

(3) In the case of divestment of Junior 
liens on property not resulting directly 
from a public or private sale, the date of 
fcale is deemed to be the date on which 
Junior liens on the property are divested 
under local law. 


For provisions relating to the right of 
redemption of the United States, see sec¬ 
tion 7425(d) and § 301.7425-4. 

(c) Examples. The provisions of this 
section may be illustrated by the follow¬ 
ing examples: 


Example (I). (|) under the law of State 
crodlK? 11 l ntry °f Judgment, the Judgment 
ob talna a statutory lien upon the 
conAp rOI>ert ^ °* thc ludjpnent debtor, and 
procedures are provided by which 
he gmcnt cnscUtor may execute by pub- 
ceduiJl upon 8uch real property. These pro- 
amon & other things, for 
JS pcrsonal ^rvlce or regis¬ 
ter ° r ccrtlfl e<l maU to other Hen credi¬ 
ts s&im a , nd P ubl l catl °a of a not'xe ~t 
• a ie in a local newspaper. After the ex¬ 


piration of a prescribed period of time 
after such notification and publication, the 
sheriff of the county where the real property 
is located may sell the property at public 
sale. After payment of the amount bid at 
the public Bale, the sheriff Issues to the pur¬ 
chaser a deed to the real property, and the 
Interests of Junior lienors In the property are 
divested. 

(U) For purposes of this section, such an 
execution sale is a non judicial sale described 
in section 7425(b) because the sale Is made 
pursuant to a statutory lien on the property 
sold. The date of sale, for purposes of com¬ 
puting a period of time determined with 
reference to the date of sale. Is the date on 
which the public sale is held because Junior 
liens on the real property ore divested di¬ 
rectly as a result of the public sale. This re¬ 
sult obtains even though the junior liens 
are legally divested on a later date when the 
sheriff issues the deed. 

Example (2). (1) Under the law of State N, 
mortgages on real property may contain a 
power of sale which authorizes the mort¬ 
gagee. upon breach by the mortgagor of one 
of the conditions of the mortgage, to have 
the mortgaged property sold at public sale. 
This public sale must be preceded by notice 
by advertisement in a local newspaper, and 
the time, place, description of the property, 
and other terms of the sale must be speci¬ 
fied. The purchaser at such a public sale 
obtains a title to the real property which 
Is not subject to a right of redemption by 
the mortgagor and which divests the Inter¬ 
ests of the junior lienors In the property. 

(11) For, purposes of this section, a sale 
pursuant to such a power of sale is a non- 
judicial sale described In section 7425(b) 
because the sale is made pursuant to the 
mortgage instrument which created a Hen on 
the property sold. The date of the sale, for 
purposes of computing a period of tlmj de¬ 
termined with reference to the date of sale, 
i3 the date of the public sale because Junior 
liens on the property are divested directly 
as a result of the public sale. 

Example ( 3 ). Assume the same facts as 
In example (2) except that the purchaser at 
the public sale obtains a title which ts de¬ 
feasible by the exerclre of a right of redemp¬ 
tion In the mortgagor. The purchaser's title 
divests the Interests of junior Uenors In the 
property as of the time of public sale. The In¬ 
terests of junior lienors in the property re¬ 
vive If the mortgagor exercises his right of 
redemption. The date of the sale, for pur¬ 
poses of computing a period of time deter¬ 
mined with reference to the date of sale. 
Is the date of the public sale because Junior 
liens on the property arc divested directly 
as a result of the public sale although such 
Junior liens may be revived by a subsequent 
redemption by the mortgagor. 

Example (4). (1) Under the law of State O. 
upon breach by a mortgagor of real property 
of one of the conditions of the mortgage, 
the mortgagee may foreclose the mortgage 
by securing possession of the property by 
one of several procedures provided by stat¬ 
ute. These procedures are generally referred 
to as "strict foreclosure." In order for a 
foreclosure to be effective under these proce¬ 
dures. a certificate attesting the fact of en¬ 
try must be recorded with the proper regis¬ 
trar of deeds within 30 days after the mort¬ 
gagee enters the property. During the one- 
year period following the date on which 
the certificate of entry is recorded, the mort¬ 
gagor or a Junior lienor may redeem the 
property by paying the mortgagee the 
amount of the mortgage obligation. If, dur¬ 
ing such one-year period the property is not 
redeemed and the mortgagee's possession Is 
continued, the Interests of the mortgagor 
and the Junior lienors In the property are di¬ 
vested as of the date such one-year period 
expires. 


(11) For purposes of this section, such a 
foreclosure procedure Is a nonjudicial sale 
described in section 7425(b) because It re¬ 
sults in the divestment of the mortgagor’s 
Interest In the property by operation cf law 
pursuant to the mortgage which created a 
Hen on the property. In addition, because 
there Is no public or private sale which 
directly results in the divestment of Junior 
Hens on the property, the date of sale, for 
purposes of computing a period of time de¬ 
termined with reference to the date of sale, 
is the date on which the one-year period 
following the recording of the certificate of 
entry expires. 

Example (5). The law of State P contains 
a procedure which permits a county to col¬ 
lect a delinquent tax assessment with respect 
to real property by the means of a tax sale 
of the property. First, a notice of a public 
auction with respect to the tax assessment 
on the real property I 3 published in a local 
newspaper. At the public auction, the pur¬ 
chaser, upon payment of the delinquent taxes 
and Interest, obtains from the county tax 
collector a tax certificate with respect to the 
real property. Because the obtaining of this 
tax certificate dees not directly result In the 
divestment of either the owner's title or 
Junior liens with respect to the property, the 
public auction Is not a nonjudicial sale de¬ 
scribed In section 7425(b). At any time before 
a tax deed with respect to the property la 
Issued by the clerk cf the county court, the 
owner or any holder of a lien or other Inter¬ 
est with respect to the property may obtain 
the tax certificate by paying the holder of 
the tax certificate the amount of the taxes, 
interest, and costs. After a date which Is two 
years after the date on which the tax assess¬ 
ment became delinquent, the holder of the 
tax certificate may request the clerk of the 
county court to have thc property advertised 
for sale. After advertisement of the sale, the 
clerk of the county court conducts a pub Ha 
sale of the real property and the purchaser 
obtains a tax deed. The Interests of all Junior 
Uenors In the property are divested and the 
property is not subject to a right of redemp¬ 
tion under the law of State P. For purposes 
of this section, this pxiblic sale Is considered 
to be a nonjudicial sale described In section 
7425(b) because the sale is made pursuant 
to a statutory lien on the property sold. The 
date of the sale, for purposes of computing 
a period of time determined with reference 
to the date of sale. Is the date on which the 
public sale Is held at which the purchaser 
obtains a tax deed as this sale directly re¬ 
sults In the divestment of Junior liens on 
the property. 

Example (6). The law of State Q contains 
a provision which permits a county to collect 
a delinquent tax assessment with respect to 
real property by the means of a tax sale of 
the property. After public notice Is given, 
a "tax sale" of the real property la con¬ 
ducted. Upon payment of the delinquent 
taxes and Interest, a purchaser obtains a tax 
certificate with respect to the real property. 
If there Is no purchaser at the tax sale, the 
property Is deemed to be bid In by the State. 
Because the obtaining of this tax certificate 
by a purchaser or State Q does not directly 
result in the divestment of either the own¬ 
er's title or junior liens with respect to the 
property, the tax sale is not a non Judicial 
sale described In section 7425(b). Following 
the tax sale, there is a three year period dur- 
Irg which any person having an interest In 
the property may redeem the property by 
paying the holder of the tax certificate the 
amount of taxes. Interest, and costs. Unless, 
redeemed, the holder of the tax certificate 
may obtain an absolute title at the expira¬ 
tion of the period of redemption provided 
he serves a notice of the expiration of the 
redemption period upon the owner at least 
60 days prior to the date of expiration. Be- 
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cause there Is no public or private sale which 
directly results In the divestment of Junior 
liens on the property, the date of sale, for 
purposes of computing a period of time 
determined with reference to the date of 
sale, is the date on which the holder of the 
tax certificate obtains absolute title. 

§ 301.7425-3 Discharge of liens; spe¬ 
cial rules. 

(a) Notice of sale requirements —(1) 
In general. Except in the case of the sale 
of perishable goods described in para¬ 
graph (c) of this section, a notice (as 
described in paragraph <d> of this sec¬ 
tion) of a nonjudicial sale shall be given, 
in writing by registered or certified mail 
or by personal service, not less than 25 
days prior to the date of sale (determined 
under the provisions of paragraph (b) of 
5 301.7425-2), to the district director 
(marked for the attention of the chief, 
special procedures staff) for the internal 
revenue district in which the sale is to be 
conducted. Thus, under this section, a 
notice of sale is not effective if it is given 
to a district director other than the dis¬ 
trict director for the internal revenue 
district in which the sale is to be con¬ 
ducted. The provisions of sections 7502 
(relating to timely mailing treated as 
timely filing) and 7503 (relating to time 
for performance of acts where the last 
day falls on Saturday, Sunday, or legal 
holiday) apply in the case of notices re¬ 
quired to be made under this paragraph. 

(2) Postponement of scheduled sale — 

(i) Where notice of sale is given. In the 
event that notice of a sale is given in ac¬ 
cordance with subparagraph (1) of this 
paragraph with respect to a scheduled 
sale which is postponed to a later time or 
date, the seller of the property is re¬ 
quired to give notice of the postponement 
to the district director in the same man¬ 
ner as is required under local law with 
respect to other secured creditors. For ex¬ 
ample. assume that in State M local law 
requires that in the event of a postpone¬ 
ment of a scheduled foreclosure sale of 
real property, an oral announcement of 
the postponement at the place and time 
of the scheduled sale constitutes suffi¬ 
cient notice to secured creditors of the 
postponement. Accordingly, if at the 
place and time of a^scheduled sale in 
State M an oral announcement of the 
postponement is made, th? Internal Rev¬ 
enue Service is considered to have notice 
of the postponement for the purpose of 
this subparagraph. 

(ii) Where notice of sale is not given. 
In the event that— 

(A) Notice of a nonjudicial sale would 
not be required under subparagraph (1) 
of this paragraph if the sale were held 
on the originally scheduled date, 

(B) Because of a postponement of the 
scheduled sale, more than 30 days elapse 
between the originally scheduled date of 
the sale and the date of the sale, and 

(C) A notice of lien with respect to the 
property to be sold is filed more than 30 
days before the date of the sale, notice 
of the sale is required to be given to the 
district director in accordance with the 
provisions of paragraph (a) (1) of this 
section. In any case in which notice of 
sale is required to be given with respect 


to a scheduled sale, and notice of the 
sale ts not given, any postponement of 
the scheduled sale does not affect the 
rights of the United States under section 
7425 (b). 

(iii) Examples. The provisions of sub¬ 
division (ii) of this subparagraph may be 
illustrated by the following examples: 

Example (f). A nonjudlclal sale of Black- 
acre. belonging to A, a delinquent taxpayer, 
is scheduled for December 2. 1968. As^io no¬ 
tice of lien is filed applicable to Blackacre 
more than 30 days before December 2, 1968, 
no notice of sale is given to the district di¬ 
rector. On December 2, 1968. the sale of 
Blackacre is postponed until January 15, 
1939. A notice of lien with respect to Black¬ 
acre Is properly filed on January 2, 1969. The 
sale of Blackacre Is held on January 15, 1969. 
Even though mere than 30 days elapsed be¬ 
tween the originally scheduled date of the 
sale (December 2, 1C68) and the date of the 
sale (Jauuary 15, 1069), no notice of rale Is 
required to be given to the district dl^'ctor 
because the notice of lien was not filed more 
than 30 days before the date of the sale. 

Example (2). Assume the same facts as in 
example (1) except that a notice of lien is 
filed on November 29, 1938 In accordance with 
section 6323. Because more than 30 days 
elapsed between the originally scheduled 
date of the sale and the date of the sale, and 
the notice of lien is filed (on November 29. 
1968) more than 30 days before the date of 
the sale (January 15. 1969), notice of the 
sale, in accordance with the provisions of 
subparagraph (1) of this paragraph, is re¬ 
quired to be given to the district director. 

Example (3). A nonjudicial sale of White- 
acre. belonging to B. a delinquent taxpayer, 
is scheduled for December 2. 1968. A notice 
of lien applicable to White acre is filed on 
November 12, 1968 in accordance with sec¬ 
tion 6323. As the notice of lien was not filed 
more than 30 days before December 2, 1968, 
no notice of sale Is given to the district 
director. On December 2, 1968, the sale of 
Whlteacre is postponed until December 20. 
1968. The sale of„Whlteacre is held on De¬ 
cember 20. 1968. Even though more than 30 
davs elapsed between the date notice of lien 
was filed (November 12. 1968) and the date 
of the sale (December 20, 1968), no notice of 
sale Is required to be given to the district 
director because not more than 30 days 
elapsed between the date of the originally 
scheduled sale (December 2. 1968) and the 
date the sale was actually held (December 20, 
1968). 

(b) Consent to sale —(1) 7n general. 
Notwithstanding the notice of sale pro¬ 
visions of paragraph (a) of this section, 
a nonjudicial sale of property shall dis¬ 
charge or divest the property of the lien 
or title of the United States if the dis¬ 
trict director for the internal revenue 
district in which the sale occurs consents 
to the sale of the property free of the 
lien or title. Pursuant to section 7425 

(c)(2), where adequate protection is af¬ 
forded the lien or title of the United 
States, a district director may, in his 
discretion, consent with respect to the 
sale of property in appropriate cases. 
Such consent shall be effective only if 
given In writing and shall be subject to 
such limitations and conditions as the 
district director may require. However, a 
district director may not consent to a 
sale of property under this section after 
the date of sale, as determined under 
paragraph (b) of § 301.7425-2. For pro¬ 
visions relating to the authority of the 


district director to release a lien or dis¬ 
charge property subject to a tax lien, see 
section 6325 and the regulations there¬ 
under. 

(2) Application for consent. Any per¬ 
son desiring a district director’s consent 
to sell property free of a tax lien or a 
title derived from the enforcement of a 
tax lien of the United States in the prop¬ 
erty shall submit to the district director 
for the internal revenue district in which 
the sale is to occur a written application, 
in triplicate, declaring that it is made 
under penalties of perjury, and request¬ 
ing that such consent be given. The ap¬ 
plication shall contain the information 
required in the case of a notice of sale, 
as set forth in paragraph (d> (1) of this 
section, and, in addition, shall contain a 
statement of the reasons why the consent 
is desired. 

(c) Sale of perishable goods—( 1 ) hi 
general. A notice (as described in para¬ 
graph (d) of this section) of a non judi¬ 
cial sale of perishable goods (as defined 
in subparagraph (2) of this paragraph) 
shall be given in writing, by registered or 
certified mail or delivered by personal 
service, at any time before.the sale, to 
the district director (marked for the at¬ 
tention of the chief, special procedures 
staff) for the internal revenue district in 
which the sale is to be conducted. Thus, 
under this section, a notice of sale Is not 
effective i f it is given to a district director 
other than the district director for the 
internal revenue district in which the 
sale is to bfe conducted. If a notice of a 
non judicial sale is timely given in the 
manner described in this paragraph, the 
nonjudicial sale shall discharge or divest 
the tax lien, or a title derived from the 
enforcement of a tax lien, of the United 
States in the property. The provisions of 
sections 7502 (relating to time’y mailing 
treated as timely filing) and 7503 (relat¬ 
ing to time for performance of acts where 
the last day falls on Saturday, Sunday, 
or a legal holiday) apply in the case of 
notices required to be made under this 
paragraph. The seller of the perishable 
goods shall hold the proceeds (exclusive 
of costs) of the sale as a fund, for not 
less than 30 days after the date of the 
sale, subject to the liens and claims of 
the United States, in the same manner 
and with the same priority as the liens 
and claims of the United States had with 
respect to the property sold. If the seller 
fails to hold the proceeds of the sale in 
accordance with the provisions of this 
paragraph and if the district director as¬ 
serts a claim to the proceeds within 30 
days after the date of sale, the seller shall 
be personally liable to the United States 
for an amount equal to the value of the 
interest of the United States in the fund. 
However, even if the proceeds of the sale 
are not so held by the seller, but all the 
other provisions of this paragraph are 
satisfied, the buyer of the property at the 
sale takes the property free of the liens 
and claims of the United States. In the 
event of a postponement of the scheduled 
sale of perishable goods, the seller is not 
required to notify the district director oi 
the postponement. For provisions relating 
to* the authority of the district director to 
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release a lien or discharge property sub¬ 
ject to a tax lien, see section 6325 and the 
regulations thereunder. 

(2) Definition of perishable goods. For 
the purpose of this paragraph, the terra 
“perishable goods” means any tangible 
personal property which, in the reason¬ 
able view of the person selling the prop¬ 
erty, is liable to perish or become greatly 
reduced in price or value by keeping, or 
cannot be kept without great expense. 

(d) Content of notice of sale —(1) In 
general. With respect to a notice of sale 
described in paragraph (a) or (c) of this 
section, the notice will be considered 
adequate if it contains the information 
described in paragraph (d)( 1 ) (i), (ii), 

(iii), and (iv) of this section. 

(i) The name and address of the per¬ 
son submitting the notice of sale; 

(ii) A copy of each Notice of Federal 
Tax Lien (Form 668 ) affecting the prop¬ 
erty to be sold, or the following infor¬ 
mation as shown on each such Notice of 
Federal Tax Lien— 

(A) The internal revenue district 
named thereon, 

(B) The name and address of the tax¬ 
payer, and 


respect to a Notice of Federal Tax Lien, 
the district director may give written 
notification of such omission without 
specification of any other inadequacy 
and such notice of sale shall be con¬ 
sidered inadequate for all purposes. In 
the event the district director gives no¬ 
tification that the notice of sale is in¬ 
adequate. a notice complying with the 
provisions of tills section (including the 
requirement that the notice be given not 
less than 25 days prior to the sale in 
the case of a notice described in para¬ 
graph (a) of this section) must be 
given. However, in accordance with the 
provisions of paragraph (b)( 1 ) of this 
section, in such a case the district di¬ 
rector may. in his discretion, consent to 
the sale of the property free of the lien 
or title of the United States even though 
notice of the sale is given less than 25 
days prior to the sale. In any case where 
the person who submitted a timely no¬ 
tice which indicates his name and ad¬ 
dress does not receive, more than 5 days 
prior to the date of the sale, written 
notification from the district director 
that the notice is inadequate, the notice 
shall be considered adequate for pur¬ 
poses of this section. 


(C) The date and place of filing of 
the notice; 

(iii) With respect to the property to 
be sold, the following information— 

(A) A detailed description, including 
location, of the property affected by the 
notice (in the case of real property, the 
street address, city, and State and the 
legal description contained in the title 
or deed to the property and, if available, 
a copy of the abstract of title), 

(B) The date, time, place, and terras 
of the proposed sale of the property, and 

(C) In the case of a sale of perishable 
property described in paragraph (c) of 
this section, a statement of the reasons 
why the property is believed to be per¬ 
ishable; and 

(lv) The approximate amount of the 
principal obligation, including interest, 
secured by the lien sought to be enforced 
and a description of the other expenses 
(such as legal expenses, selling costs, 
etc.) which may be charged against the 
sale proceeds. 

(2) Inadequate notice . Except as oth¬ 
erwise provided in this subparagraph, 
notice of sale described in paragraph 
of this section which does not con¬ 
tain the information described in par¬ 
agraph (d)( 1 ) of this paragraph shall 
oe considered inadequate by a district 
director If a district director deter- 
m nes that the notice is inadequate, he 
wil give written notification of the items 
niormation which are inadequate to 
wte Person who submitted the notice. A 
j ice of sale which does not contain 
the name and address of the person sub- 
j n Llin " such notice shall be considered 
0 e inadequate for all purposes with- 
oul notification of any specific inade¬ 
quacy. in any case where a notice of sale, 
Dccember 31. 1976 does not 
tain the information required under 
^lagiaph (d) ( 1 ) (ii> of this section with 


(3) Acknowledgment of notice . If a 
notice of sale described in paragraph 
(a) or (c) of this section is submitted 
in duplicate to the district director with 
a written request that receipt of the 
notice be acknowledged and returned to 
the person giving the notice, this request 
will be honored by the district director, 
The acknowledgement by the district di¬ 
rector will indicate the date and time 
of the receipt of the notice. 

(4) Disclosure of adequacy of notice . 
The district director for the Internal rev¬ 
enue district in which the sale was held 
or is to be held is authorized to dis¬ 
close, to any person who has a proper in¬ 
terest, whether an adequate notice of 
sale was given under paragraph (d)( 1 ) 
of this section. Any person desiring this 
information should submit to the district 
director a written request which clearly 
describes the property sold or to be 
sold, identifies the applicable notice of 
lien, gives the reasons for requesting the 
information, and states the name and 
address of the person making the request. 

§ 301.7425-4 Discharge of liens; re¬ 
demption by United States. 

(a) Right to redeem —(l) hi general. 
In the case of a nonjudicial sale of real 
property to satisfy a lien prior to the tax 
lien or a title derived from the enforce¬ 
ment of a tax lien, the district director 
may redeem the property within the re¬ 
demption period (as described in para¬ 
graph (a) (2) of this section). The right 
of redemption of the United States exists 
under section 7425(d) even though the 
district director has consented to the sale 
under section 7425(c) (2) and § 301.7425- 
3(b). For purposes of this section, the 
term “nonjudicial sale” shall have the 
same meaning as used in paragraph (a) 
of S 301.7425-2. 

(2) Redemption period. For purposes 
of this section, the redemption period 
shall b e 


(i) The period beginning with the date 
of the sale (as determined under para¬ 
graph (b) of § 301.7425-2) and ending 
with the 120 th day after such date, or 

(ii) The period for redemption of real 
property allowable, with respect to other 
secured creditors, under the local law 
of the place where the real property is 
located, whichever expires later. Which¬ 
ever period is applicable, section 7425 and 
this section shall govern the amount to 
be paid and the procedure to be followed. 

(3) Limitations. In the event a sale 
does not ultimately discharge the prop¬ 
erty from the tax lien (whether by reason 
of local law or the provisions of section 
7425(b)), the provisions of this section 
do not apply because the tax lien will 
continue to attach to the property after 
the sale. In a case in which the Internal 
Revenue Service is not entitled to a no¬ 
tice of sale under section 74125(b) and 
§ 301.7425-3. the United States does not 
have a right of redemption under section 
7425(d). However, in such a case, if a 
tax lien has attached to the property at 
the time of sale, the United States has 
the same right of redemption, if any, 
which is afforded similar creditors under 
the local law of the place in which the 
property is situated. 

(b) Amount to be paid—( 1 ) In gen¬ 
eral. In any case in which a district di¬ 
rector exercises the right to redeem real 
property under section 7425(d), the 
amount to be paid is the sum of the fol¬ 
lowing amounts— 

(i) The actual amount paid for the 
property (as determined under para¬ 
graph (b)( 2 ) of this section) being re¬ 
deemed (which, in the case of a pur¬ 
chaser who is the holder of the lien being 
foreclosed, shall include the amount of 
the obligation secured by such lien to the 
extent legally satisfied by reason of the 
sale); 

(ii) Interest on the amount paid (de¬ 
scribed in paragraph (b)( 1 ) (i) of this 
section) at the sale by the purchaser of 
the real property computed at the rate of 
6 percent per annum for the period from 
the date of the sale (as determined under 
paragraph (b) of § 301.7425-2) to the 
date of redemption; 

(iii) The amount, if any, equal to the 
excess of (A) the expenses necessarily in¬ 
curred to maintain such property (as de¬ 
termined under paragraph (b)( 3 ) of this 
section) by the purchaser (and his suc¬ 
cessor in interest, if any) over (B) the 
income from such property realized by 
the purchaser (and his successor in in¬ 
terest, if any) plus a reasonable rental 
value of such property (to the extent the 
property is used by or with the consent 
of the purchaser or his successor in inter¬ 
est or is rented at less than its reasonable 
rental value); and 

(iv) With respect to a redemption 
made after December 31. 1976, the 
amount, if any, of a payment made by 
the purchaser or his successor in interest 
after the foreclosure sale to a holder of 
a senior lien (to the extent provided 
under paragraph (b) (4) of this section). 

( 2 ) Actual amount paid, (i) The actual 
amount paid for property by a pur¬ 
chaser, other than the holder of the lien 
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being foreclosed, is the amount paid by 
him at the sale. For purposes of this 
subdivision, the amount paid by the pur¬ 
chaser at the sale includes deferred pay¬ 
ments upon the bid price. The actual 
amount paid does not include costs and 
expenses incurred prior to the fore¬ 
closure sale by the purchaser except to 
the extent such expenses are included in 
the amount bid and paid for the property. 
For example, the actual amount paid does 
not normally include the expenses of the 
purchaser such as title searches, pro¬ 
fessional fees, or interest on debt in¬ 
curred to obtain funds to purchase the 
property. 

(ii) In the case of a purchaser who is 
the holder of the lien being foreclosed, 
the actual amount paid is the sum of 
(A) the amount of the obligation se¬ 
cured by such lien to the extent legally 
satisfied by reason of the sale and (B) 
any additional amount bid and paid at 
the sale. For purposes of this section, a 
purchaser who acquires title as a result 
of a nonjudicial foreclosure sale is 
treated as the holder of the lien being 
foreclosed if a lien (or any interest re¬ 
served, created, or conveyed as security 
for the payment of a debt or fulfillment 
of other obligation) held by him is par¬ 
tially or fully satisfied by reason of the 
foreclosure sale. For example, a person 
whose title is derived from a tax deed 
issued under local law shall be treated 
as a purchaser who is the holder of the 
lien foreclosed in a case where a tax cer¬ 
tificate, evidencing a lien on the prop¬ 
erty arising from the payment of prop¬ 
erty taxes, ripens into title. The amount 
paid by a purchaser at the sale includes 
deferred payments upon any portion of 
the bid price which is in excess of the 
amount of the lien being foreclosed. The 
actual amount paid does not include costs 
and expenses incurred prior to the fore¬ 
closure sale by tne purchaser except to 
the extent such expenses are included 
in the amount of the lien being foreclosed 
which is legally satisfied by reason of the 
sale or in the amount bid and paid at 
the sale. Where the lien being fore¬ 
closed attaches to other property not 
subject to the foreclosure sale, the 
amount legally satisfied by reason of the 
sale does not include the amount of such 
lien that attaches to the other property. 
However, for purposes of the preceding 
sentence, the amount of the lien that 
attaches to the other property shall be 
considered to be equal to the amount by 
which the value of the other property 
exceeds the amount of any other senior 
lien on that property. Where, after the 
sale, the holder of the lien being fore¬ 
closed has the right to the unpaid bal¬ 
ance of the amount due him, the amount 
legally satisfied by reason of the sale does 
not include the amount of such lien to 
the extent a deficiency judgment may be 
obtained therefor. However, for purposes 
of the preceding sentence, an amount, 
with respect to which the holder of the 
lien being foreclosed would otherwise 
have a right to a deficiency Judgment, 
shall be considered to be legally satisfied 
by reason of the foreclosure sale to the 
extent that the holder has waived his 
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right to a deficiency judgment prior to 
the foreclosure sale. For this purpose, 
the waiver must be in writing and le¬ 
gally binding upon the foreclosing lien¬ 
holder as of the time the sale is con¬ 
cluded. If, prior to the foreclosure, 
payments have been made by the fore¬ 
closing lienholder to a holder of a supe¬ 
rior lien, the payments are included in 
the actual amount paid to the extent 
they give rise to an interest which is 
legally satisfied by reason of the foreclo¬ 
sure sale. 

(3) Excess expenses incurred by pur¬ 
chaser. (i) Expenses necessarily incurred 
in connection with the property after the 
foreclosure sale and before redemption by 
the United States are taken into account 
in determining if there are excess ex¬ 
penses payable under paragraph (b)(1) 
(iii) of this section. Expenses incurred 
by the purchaser prior to the foreclo¬ 
sure sale are not considered under this 
subparagraph. (See paragraph (b) (2) 

(ii) of this section for circumstances un¬ 
der which such expenses may be included 
in the amount to be paid.) Expenses nec¬ 
essarily incurred in connection with the 
property include, for example, rental 
agent commissions, repair and mainte¬ 
nance expenses, utilities expenses, legal 
fees incurred after the foreclosure sale 
and prior to redemption in defending the 
title acquired through the foreclosure 
sale, and a proportionate amount of 
casualty insurance premiums and ad 
valorem taxes. Improvements made to 
the property are not considered as an 
expense unless the amounts incurred for 
such improvements are necessarily in¬ 
curred to maintain the property. 

(ii) At any time prior to the expira¬ 
tion of the redemption period applicable 
under paragraph (a)(2) of this sec¬ 
tion, the district director may. by certi¬ 
fied or registered mail or hand delivery, 
request a written itemized statement of 
the amount claimed by the purchaser 
or his successor in interest to be payable 
under paragraph (b)(1) (iii) of this sec¬ 
tion. Unless the purchaser or his suc¬ 
cessor in interest furnishes the written 
itemized statement within 15 days after 
the request is made by the district di¬ 
rector, it shall be presumed that no 
amount is payable for expenses in excess 
of income and the Internal Revenue 
Service shall tender only the amount 
otherwise payable under paragraph (b) 
(1) of this section. If a purchaser or his 
successor in interest has failed to fur¬ 
nish the written itemized statement 
within 15 days after the request therefor 
is made by the district director, or there 
is a disagreement as to the amount prop¬ 
erly payable under paragraph (b)(1) 

(iii) of this section, a payment for ex¬ 
cess expenses shall be made after the 
redemption within a reasonable time 
following the verification by the district 
director of a written itemized statement 
submitted by the purchaser or his suc¬ 
cessor in interest or the resolution of 
the disagreement as to the amount prop¬ 
erly payable for excess expenses. 

(4) Payments made by purchaser or 
his successor in interest to a senior lienor. 
(i) The amount to be paid upon a re¬ 


demption by the United States made after 
December 31, 1976, shall include the 
amount of a payment made by the pur¬ 
chaser or his successor in interest to a 
holder of a senior lien to the extent a 
request for the reimbursement thereof 
(made in accordance with paragraph (b) 
(4) (ii) of this section) is approved as 
provided under paragraph (b) (4) (iii) of 
this section. This paragraph applies only 
to a payment made after the foreclosure 
sale and before the redemption to a 
holder of a lien that was, immediately 
prior to the foreclosure sale, superior to 
the lien foreclosed. A payment of princi¬ 
pal or interest to a senior lienor shall be 
taken into account. Generally, the por¬ 
tion, if any, of a payment which is to be 
held in escrow for the payment of an ex¬ 
pense, such as hazard insurance or real 
property taxes, is not considered under 
this paragraph. However, a payment by 
the escrow agent of a real property tax 
or special assessment lien, which was 
senior to the lien foreclosed, shall be 
considered to be a payment made by the 
purchaser or his successor in interest for 
purposes of this paragraph. With respect 
to real property taxes assessed after the 
foreclosure sale, see paragraph (b) (3) (i) 
of this section, relating to excess expenses 
incurred by the purchaser. 

(ii) Before the expiration of the re¬ 
demption period applicable under para¬ 
graph (a)(2 ) of this section, the district 
director shall, in any "case where a re¬ 
demption is contemplated, send notice to 
the purchaser (or his successor in in¬ 
terest of record) by certified or registered 
mail or hand delivery of his right under 
this subparagraph to request reimburse¬ 
ment (payable in the event the right to 
redeem under section 7425(d) is exer¬ 
cised) for a payment made to a senior 
lienor. No later than 15 days after the 
notice from the district director is sent, 
the request for reimbursement shall be 
mailed or delivered to the office specified 
in such notice and shall consist of — 

(A) A written itemized statement, 
signed by the claimant, of the amount 
claimed with respect to a payment made 
to a senior lienor, together with the sup¬ 
porting evidence requested in the notice 
from the district director, and 

(B) A waiver or other document that 
will be effective upon redemption by the 
United States to discharge the property 
from, or transfer to the United States, 
any interest in or lien on the property 
that may arise under local law with re¬ 
spect to the payment made to a senior 
lienor. 

Upon a showing of reasonable cause, a 
district director may, in his discretion 
and at any time before the expiration of 
the applicable period for redemption, 
grant an extension for a reasonable 
period of time to submit, amend, or sup¬ 
plement a request for reimbursement. 
Unless a request for reimbursement is 
timely submitted (determined with re¬ 
gard to any extension of time granted), 
no amount shall be payable to the pur¬ 
chaser or his successor in interest on 
account of a payment made to a senior 
lienor if the right to redeem under seo- 
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tion 7425(d) is exercised. A waiver or 
other document submitted pursuant to 
this subdivision shall be treated as effec¬ 
tive only to the extent of the amount 
Included in the redemption price under 
this paragraph. If the right to redeem is 
not exercised or a request for reimburse¬ 
ment is withdrawn, the district director 
shall, by certified or registered mail or 
hand delivery, return to the purchaser 
or his successor any waiver or other 
document submitted pursuant to this 
subdivision as soon as is practicable. 

(iii) A request for reimbursement sub¬ 
mitted in accordance with paragraph (b) 
(4) (ii) of this section shall be considered 
to be approved for the total amount 
claimed by the purchaser, and payable in 
the event the right to redeem is exer¬ 
cised, unless the district director sends 
notice to the claimant, by certified or 
registered mail or hand delivery, of the 
denial of the amount claimed within 30 
days after receipt of the request or 15 
days before expiration of the applicable 
period for redemption, whichever is later. 
The notification of denial shall state the 
grounds for denial. If such notice of 
denial is given, the request for reim¬ 
bursement for a payment made to a 
senior lienor shall be treated as having 
been withdrawn by the purchaser or his 
successor and the Internal Revenue 
Service shall tender only the amount 
otherwise payable under paragraph (b) 

(1) of this section. If a request for re¬ 
imbursement is treated as having been 
withdrawn under the preceding sentence, 
payment for amounts described in this 
subparagraph may, in the discretion of 
the district director, be made after the 
redemption upon the resolution of the 
disagreement as to the amount properly 
payable under paragraph (b)(l)(iv) of 
this section. 

(5) Examples. The provisions of para¬ 
graph (bXlXi) of this section may be 
illustrated by the following examples: 

Example (1). A, a delinquent taxpayer, 
owns Blackacre located In State X upon which 
B holds a mortgage. After the mortgage is 
properly recorded, a notice of tax lien io filed 
under section 6323(f) which Is applicable to 
Blackacre. Subsequently, A defaults on the 
mortgage and B forecloses on the mortgage 
which has an outstanding obligation in the 
amount of $100,000. At the foreclosure sale. 
B bids $50,000 and obtains title to Blackacre 
as a result of the sale. At the time of the 
foreclosure sale, Blackacre has a fair market 
value of $75,000. Under the laws of State X. 
the mortgage obligation is fully satisfied by 
operation of the foreclosure sale per se and 
the mortgagee cannot obtain a deficiency 
judgment. Under paragraph (b) (1) (1) of this 
section, the district director must pay 
$100,000 In order to redeem Blackacre. 

Example (2). Assume the same facts as in 
example (l) except that under the laws of 
otate X, the amount bid is the amount of the 
♦x satisfied as a result of 

tne foreclosure sale, and in the case in which 
tuc amount of the obligation exceeds the 
amount bid, the mortgagee has the right to 
♦ » U Jr. Kmcnt for the deficiency computed as 
difference between the amount of the ob- 
ngation and the amount bid. B does not 
P rlor 10 the foreclosure sale, his right 
ril a deficiency Judgment. In such a case, the 
district director must, under paragraph (b) 

{ )(1) of tbte section, pay $50,000 in order 

' re fieem Blackacre, whether or not B seeks 

Judgment for the deficiency. 
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Example (3). C, a delinquent taxpayer, 
owns Greenacre located in State Y upon 
which D holds a first mortgage and E holds 
a second mortgage. After the mortgages are 
properly recorded, a notice of tax lien Is filed 
under section 6323(f) which is applicable 
to Greenacre. Subsequently, C defaults on 
both mortgages and E pays $5,000 to D, which 
is the portion of IYs obligation which is in 
default. The second mortgage held by E is 
an outstanding obligation in the amount of 
$100,000. Under the laws of State Y. E may 
treat the amount paid to D as an addition to 
his second mortgage upon foreclosure by him. 
E forecloses upon the security Interest held 
by him. At the foreclosure sale. E bids $50,000 
and obtains title to Greenacre subject to D*s 
mortgage as a result of the foreclosure sale. 
Under the laws of State Y, the mortgage 
obligation legally satisfied Is the amount bid 
and E has the right to a judgment for a de¬ 
ficiency In the amount of $55,000 ($100,000 
plus $5,000 less $50.000). In such a case, the 
district director must, under paragraph (b) 
(l)(l) of this section, pay $50,000 in order 
to redeem Greenacre. whether or not E seeks 
a judgment for the deficiency. 

Example ( 4 ). The law of State Z contains 
a procedure which permits a county to col¬ 
lect a delinquent tax assessment with re¬ 
spect to real property by the means of a 
“tax sale” of the property. Pursuant to this 
procedure, a public auction is conducted on 
January 15. 1970. to collect the delinquent 
property taxes assessed against Whlteacre, 
which Is owned by P. At the auction, a bid 
of $1,000 (representing the tax, costs, and 
Interest due at the time of the auction) is 
made by G. Subsequently. G pays the amount 
bid to the county and obtains a tax certifi¬ 
cate with respect to Whlteacre. Under this 
tax sale procedure, the obtaining of the tax 
certificate does not directly result In the di¬ 
vestment of either F’s title or any Junior 
liens on Whlteacre. On January 16, 1973, the 
period under this tax sale procedure during 
which F could have redeemed Whlteacre ex¬ 
pires. Further, more than 30 days before 
January 15, 1973, a notice of tax lien affect¬ 
ing Whlteacre is filed under section 6323(f) 
with respect to F’s delinquent Federal In¬ 
come taxes. Under the state tax sale proce¬ 
dure. the amount which would be required 
to be paid by P to G on January 15. 1973, to 
redeem Whlteacre is $1,360 (the $1,000 
amount bid. Interest of $300, and costs of 
$50). However, Whlteacre is not redeemed 
by F under the state procedure and, on Janu¬ 
ary 16, 1973, G obtains a tax deed to White- 
acre. Under the law of State Z. the Issuance 
of the tax deed results In the divestmeut of 
F's title and Junior liens on Whlteacre. Thus, 
under § 301.7425 2(b), the date of sale is 
January 16. 1973, for purposes of section 
7425(b). The amount legally satisfied by 
reason of the sale is the amount G is en¬ 
titled to receive, immediately prior to the 
expiration of the period for redemption un¬ 
der the law of State Z, if Whlteacre were re¬ 
deemed at such time. Thus, the district di¬ 
rector must, under paragraph (b)(l)(i) of 
this section, pay $1,350 In order to redeem 
Whlteacre. 

(c) Certificate of redemption —(1) In 
general. If a district director exercises 
the right of redemption of the United 
States described Ln paragraph (a) of this 
section, he shall apply to the officer des¬ 
ignated by local law, if any, for the docu¬ 
ments necessary to evidence the fact of 
redemption and to record title to the 
redeemed property in the name of the 
United States. If no such officer has been 
designated by local law or if the officer 
designated by local law fails to issue the 
necessary documents, the district direc¬ 
tor is authorized to issue a certificate of 


35183 

redemption for tho property redeemed 
by the United States. 

(2) Filing. The district director shall, 
without delay, cause either the docu¬ 
ments issued by the local officer or the 
certificate of redemption executed by the 
district director to be filed with the local 
office where certificates of redemption 
are generally filed. If a certificate of re¬ 
demption is issued by the district direc¬ 
tor and if the State in which the real 
property redeemed by the United States 
Is situated has no office with which cer¬ 
tificates of redemption may be filed, the 
district director shall file the certificate 
of redemption in the office of the clerk 
of the United States district court for the 
judicial district in which the redeemed 
property is situated. 

(3) Effect of certificate of redemption. 
A certificate of redemption executed pur¬ 
suant to paragraph (c) (1) of this section, 
shall constitute prima facie evidence of 
the regularity of the redemption. When 
a certificate of redemption is recorded, it 
shall transfer to the United States all the 
rights, title, and interest in and to the 
redeemed property acquired by the per¬ 
son, from whom the district director re¬ 
deemed the property, by virtue of the 
sale of the property. Therefore, if under 
local law the purchaser takes title free 
of liens junior to the lien of the fore¬ 
closing lienholder, the United States 
takes title free of such junior liens upon 
redemption of the property. If a certifi¬ 
cate of redemption has been erroneously 
prepared and filed because the redemp¬ 
tion was not effective, the district direc¬ 
tor shall issue a document revoking such 
certificate of redemption and such docu¬ 
ment shall be conclusively binding upon 
the United States against a purchaser of 
the property or a holder of a lien upon 
the property. 

(4) Application for release of right of 
redemption. Upon application of a party 
with a proper interest in the real prop¬ 
erty sold in a nonjudicial sale described 
in section 7425(b) and § 301.7425-2 which 
real property is subject to the right of 
redemption of the United States de¬ 
scribed in this section, the district di¬ 
rector may. in his discretion, release the 
right of redemption with respect to the 
property. The application for the release 
shall be submitted in writing to a dis¬ 
trict director and shall contain such In¬ 
formation as the district director may 
require. If the district director deter¬ 
mines that the right of redemption of 
the United States is without value, no 
amount shall be required to be paid with 
respect to the release of the right of 
redemption. 

[FR Doc.76-24637 Filed 8-19-76:8:45 am| 


Title 28—Judicial Administration 
CHAPTER I—DEPARTMENT OF JUSTICE 

(Order No. 663-761 

PART 0—ORGANIZATION OF THE 
DEPARTMENT OF JUSTICE 

United States Parole Commission 

The Parole Commission and Reorgani¬ 
zation Act (Pub. L. 94-233: 18 U.S.C. 
4201 et seq.) established the United 
States Parole Commission as an inde- 
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pendent agency in the Department of 
Justice, replacing the United States 
Board of Parole. The Commission is au¬ 
thorized to grant and revoke paroles of 
Federal prisoners, and its functions are 
set forth in the Act. This order replaces 
the regulations relating to the U.S. Board 
of Parole with regulations concerning the 
new Commission. 

The Commission is comprised of nine 
members, one of whom is designated as 
Chairman. The Chairman of the Com¬ 
mission is authorized to designate three 
Commissioners to serve on the National 
Appeals Board and to designate one re¬ 
gion, subject to the concurrence of the 
President or his designee. (18 U.S.C. 4204 
(a)(5)). By Executive Order No. 11919 
of June 9, 1976, the President directed 
that the Attorney General serve as his 
designee. This order would authorize the 
Chairman to make a temporary assign¬ 
ment to any of those positions, in case of 
absence or vacancy in the position, with¬ 
out the Attorney General’s concurrence. 

By virtue of the authority vested in me 
by 28 U.S.C. 509 and 510 and 5 U.S.C. 301, 
and Executive Order No. 11919 of June 9, 
1976, and consistent with the provisions 
of the Parole Commission and Reorgani¬ 
zation Act (18 U S.C. 4201 et seq.). Sub- 
part V of Part 0 of Chapter I of Title 28, 
Code of Federal Regulations, is revised to 
read as follows: 

Subpart V—United States Parole Commission 

0.125 Chairman of XJ3. Parole Commission. 
0.126 Administrative support. 

0.127 Ind lgen t prisoners. 

Authority: 28 USC 509 and 510; 5 USC 
301; E.O. 11919, June 9. 1976; 18 USC 4201 
et seq. 

Subpart V—United States Parole 
Commission 

Cross Reference: For regulations pertain¬ 
ing to the United States Parole Commission, 
see Parts 2 and 4 of this chapter. 

§ 0.125 Chairman of U.S. Parole Com¬ 
mission. 

The Chairman of the United States 
Parole Commission shall make any tem¬ 
porary assignment of a Commissioner to 
act as Vice Chairman. National Appeals 
Board member, or Regional Commission¬ 
er, in the case of an absence or vacancy 
in the position, without the concurrence 
of the Attorney General. 

§ 0.126 Administrative support. 

The Department of Justice shall fur¬ 
nish administrative support to the Com¬ 
mission. 

g 0.127 Indigent prisoners. 

The United States Parole Commission 
is authorized to exercise the authority 
vested in the Attorney General by section 
3569 of Title 18, United States Code, to 
make a finding that a parolee is unable to 
pay a fine in whole or in part and to di¬ 
rect release of such parolee based on such 
finding. 

Dated: August 12. 1976. 

Edward H. Levi, 
Attorney General . 

[FR Doc.76-24360 Filed 8-19-76;8:45 am] 
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Title 29—Labor 

CHAPTER XVII—OCCUPATIONAL SAFETY 
AND HEALTH ADMINISTRATION, DE¬ 
PARTMENT OF LABOR 

PART 1910—OCCUPATIONAL SAFETY 
AND HEALTH STANDARDS 

Carcinogens: Deletion of Vacated Labora¬ 
tory Provisions; Deletion of Vacated 
Standard for Occupational Exposure to 
4,4' Methylene bis (2-Chloroaniline) 

On January 29. 1974, OSHA promul¬ 
gated standards for occupational ex¬ 
posure to fourteen carcinogens, as 29 
CFR 1910.93c through 1910.93P, pursu¬ 
ant to section 6 (b) and (c) of the Occu¬ 
pational Safety and Health Act of 1970 
(84 Stat. 1593, 29 U.S.C. 655). These 
standards were originally published at 39 
FR 3756. Within the 60-day period pro¬ 
vided by section 6 (f) of the Act, petitions 
for judicial review were filed in the 
United States Court of Appeals for the 
Third Circuit by the Synthetic Organic 
Chemical Manufacturers Association, et 
al., challenging the validity of these 
standards. On December 17, 1974, that 
Court, in the case of ‘‘Synthetic Organic 
Chemical Manufacturers Association v. 
Brennan,” 506 F. 2d 385, cert, denied. 423 
U.S. 830, vacated the entire standard for 
4,4' Methylene bis (2-chloroaniIine), 
promulgated as § 1910.93e, and vacated 
the laboratory provisions of all the car¬ 
cinogen standards (paragraph (c) ( 6 ) of 
88 1910.93c through 1910.93p). On Janu¬ 
ary 7. 1975, OSHA Field Information 
Memorandum No. 75-2, containing this 
information, was distributed. 

In the subsequent recodiflcation of 
Title 29 of the Code of Federal Regula¬ 
tions. §§1910.93c through 1910.93p were 
recodified as §8 1910.1003 through 1910.- 
1016, respectively. Inadvertently, the va¬ 
cated laboratory provisions were carried 
forward as paragraph (c) ( 6 ) of §8 1910.- 
1003 through 1910.1016, respectively, and 
the vacated standard for 4,4' Methylene 
bis ( 2 -chloroaniline) was carried for¬ 
ward as 8 1910.1005. To correct that er¬ 
ror, and in accordance with the decision 
of the Court, 8 1910.1005, in its entirety, 
and paragraph (c)( 6 ) of 88 1910.1003 
through 1910.1016, respectively, are 
hereby deleted. 

I find that the reasons stated above 
constitute good cause for making this 
change effective immediately. This 
amendment, therefore, is effective Au¬ 
gust 20, 1976. 

§ 1910.1005 [ Deleted J 

§§ 1910.1003-1910.1004 and 1910.1006- 
1910.1016 L Amended] 

Accordingly, pursuant to sections 6 and 
8 (g) of the Occupational Safety and 
Health Act of 1970 (84 Stat. 1593, 1600, 
29 U.S.C. 655, 657), Secretary of Labor’s 
Order No. 8-76 (41 FR 25059), and 29 
CFR Part 1911, Part 1910 of Title 29 of 
the Code of Federal Regulations is hereby 
amended by deleting § 1910.1005 in its 
entirety and by deleting paragraph (c) 
( 6 ) from §§ 1910.1003 through 1910.- 
1016. 

(Sees. 6. 8(g), Pub. L. 91-596, 84 Stat. 1693, 
1600 (29 U.S.C. 665, 657), Secretary of Labor’s 


REGISTER, VOL. 41, NO. 163—FRIDAY, AUGUST 


Order No. 8-76 (41 FR 25059), and 29 CFR 
Part 1911) 

Signed at Washington, D.C. this 13th 
day of August, 1976. 

B. M. Concklin, 

Deputy Assistant Secretary of Labor. 
]FR Doc.76-24542 Filed 8-19-76:8:45 am] 

Title 40—Protection of Environment 

CHAPTER I—ENVIRONMENTAL 
PROTECTION AGENCY 
SUBCHAPTER C—AIR PROGRAMS 

(FRL 598-3] 

PART 52—APPROVAL AND PROMUL¬ 
GATION OF IMPLEMENTATION PLANS 

Georgia: Approval of Plan Revisions 

On June 21. 1976 (41 FR 24913). the 
Agency announced as proposed rulemak¬ 
ing a number of implementation plan 
changes which the State of Georgia had 
adopted and submitted for EPA’s ap¬ 
proval after notice and public hearing. 
Copies of the materials submitted by 
Georgia were made available for public 
inspection, and written comments on the 
proposed plan revisions were solicited. 
No comments w r ere received, however. 
The purpose of the present notice is to 
announce the Administrator’s approval 
of these revisions. An evaluation of them 
may be obtained by consulting person¬ 
nel of the Agency's Region IV Air Pro¬ 
grams Branch, 1421 Peachtree Street, 
NE., Atlanta, Georgia 30309. telephone 
404/526-3043. The revisions are now 
described. 

New definitions are added and some 
existing definitions are revised. The defi¬ 
nition of “modification” is amended by 
specifying that the term will have the 
sense given to it by sections 111 and 112 
of the Clean Air Act when meeting re¬ 
quirements established by EPA under 
those sections of that Act. 

Section 391-3-1.02(1), Registration, is 
replaced by a section titled “General 
Requirement”, which forbids sources to 
operate in violation of requirements es¬ 
tablished by EPA pursuant to sections 
111 and 112 of the Clean Air Act. 

In subsection 391-3-1.02(2). General 
Provision, a third paragraph is added: 
this provides that requirements more 
stringent than those set forth elsewhere 
may be imposed on a facility in order to 
meet any Federal law or regulation or to 
safeguard the public health and welfare 
The language of subsection 39 1-3-10- 
(2) (e). Particulate Emissions from Man¬ 
ufacturing Processes, is amended to allow 
the Director of the Environmental Pro¬ 
tection Division to set. as a permit condi¬ 
tion, emission limits which differ froin 
those required by the application of the 
process weight rate tables; or by other 
sections of the regulations. The Admin¬ 
istrator approves this change only tor 
cases where it provides for the establish¬ 
ment as permit conditions of emission 
limits more stringent than those con¬ 
tained in the currently approved Georgu 
control strategy. Any application of tms 
regulation which would result in perm 1 
provisions less stringent than those 
otherwise required by the State’s regvi- 
lations must be formally submitted to 
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EPA for prior approval as a plan revision 
pursuant to section 110(a) of the Clean 
Air Act. 

The limit on particulate emissions 
from kaolin and fullers earth processes 
given at 391-3-1.02(2) (p) ( 1 ) (ii) is cor¬ 
rected to apply to sources with process 
weight input rate in excess of 30 tons/ 
hour. 

Modifications and rewording changes 
were made in the rules for conical burn¬ 
ers, normal superphosphate manufac¬ 
turing facilities, open burning sources 
and incinerators. Minor changes are 
made in the language dealing with per¬ 
mits and enforcement. 

The sulfur dioxide rules of subsection 
391 - 3 - 1 . 02 ( 2 ) (g) ( 1 ) are revised to re¬ 
move reference to urban and rural areas. 
Subsection 391-3-1.02(2) (g), Sulfur Di¬ 
oxide. continues to require that no source 
be exempted from the emission limits 
defined in revised paragraph (g) ( 1 ), and 
further explicitly states that sources sub¬ 
ject to this regulation must also meet 
the sulfur-in-fuel limitation of para¬ 
graph (g)( 3 ), which remains unchanged, 
in addition to the provisions of para¬ 
graphs (g) (1) and (g) (2). Paragraph (g) 
(4) also remains unchanged and allows 
the sulfur-in-fuel limit to be exceeded 
provided that sulfur oxide removal tech¬ 
nology is used to reduce sulfur oxide 
emissions to that level which would be 
achieved by burning fuel specified in par¬ 
agraph (g) ( 3 ) without sulfur oxide re¬ 
moval. (It should be noted that the EPA’s 
regional office in Atlanta has determined 
that the sulfur-in-fuel limitation of par¬ 
agraph (g)( 3 ), with one exception, is 
sufficient standing alone to assure at¬ 
tainment and maintenance of the na¬ 
tional ambient air quality standards for 
SO.. For this exception, the State has is¬ 
sued to tills source, and EPA has ap¬ 
proved, a Permit to Operate which is con¬ 
ditioned in such a way as to effect emis¬ 
sion limitations more stringent than 
those prescribed in the Georgia regula¬ 
tions and sufficiently stringent to assure 
attainment and maintenance of the na¬ 
tional ambient air quality standards (40 
FR 45818, October 3, 1975). Also, the ap¬ 
plication to any source of revised para¬ 
graph (g) (1) must be In accordance with 
EPAs recently issued policy on tall 
stacks, entitled “Legal Interpretation and 
Guideline to Implementation of Recent 
Court Decisions on the Subject of Stack 
Height Increase as a Means of Meeting 
Federal Ambient Air Quality Standards”, 
41 FR 7450. February 18, 1976.) 

In the section on ambient air quality 
standards, the 8 -hour standard for car¬ 
bon monoxide is revised to 10 milligrams 
Per cubic meter, and the measuring pro¬ 
cedure for photochemical oxidants and 
nitrogen dioxide is designated as the 
chemiluminescent method or its equiva¬ 
lent. 

Section 391-3-1.08, Confidentiality of 
Hifonnation, is revised to read as faitows: 

hiformatlon relating to aecret processes, 
aevices or methods of manufacture or pro¬ 
motion obtained by the Division shall be 
*ept confidential. Provided, however, Reports 

11 the nature and amounts of stationary 
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source emissions obtained by the Division 
shall be available for public inspections from 
the Division. 

Legal Authority : Georgia Laws 1967, page 
581 et seq., as amended; Georgia Laws 1976, 
page 1522. 

The Georgia plan’s provisions for the 
public availability of emissions data were 
disapproved on September 26. 1974 (39 
FR 34533) at 40 CFR 52.577 and 52.578. 
On the basis of the foregoing corrective 
revision, these disapproval actions are 
hereby revoked. 

In support of these changes, the State 
of Georgia provided no revision in its ap¬ 
proved control strategies. EPA’s Region 
IV Office has. for its part, determined 
that no revision to the control strategy 
portion of the plan is required since there 
is no change in the allowable emission 
limits upon which the Administrator’s 
original approval of the plan was based. 
Accordingly, the Administrator approves, 
with the single qualification relative to 
391-3-1.02(2) (e), the present changes in 
the Georgia plan. 

These actions are effective immediately 
since they serve only to notify imple¬ 
mentation plan changes already in effect 
under Georgia law, and impose no addi¬ 
tional burden on anyone. 

Copies of the information submitted 
by Georgia and the Georgia plan itself 
may be examined by the public during 
normal hours at the following locations: 

Air Programs Branch, Air A Hazardous Mate¬ 
rials Division, Environmental Protection 
Agency. Region IV, 1421 Peachtree Street, 
N.E., Atlanta. Georgia 30309. 

Public Information Reference Unit. Library 
Systems Branch. Environmental Protection 
Agency, 401 M Street, S.W., Washington. 
D.C. 20450. 

Air Protection Branch, Environmental Pro¬ 
tection Division, Department of Natural 
Resources. Room 816, 270 Washington 
Street, 6.W., Atlanta. Georgia 30334. 

(Sec. 110(a) of the Clean Air Act (42 U.S.C. 
1857o-5(a)).) 

Dated: August 9,1976. 

John Quarles, 
Acting Administrator, 

Part 52 of Chapter I, Title 40, Code 
of Federal Regulations, is amended as 
follows: 

Subpart L—Georgia 

1. In § 52.570, paragraph (c) is 
amended by adding a subparagraph (16) 
as follows: 

§ 52.570 Identification of plan. 

• • • • • 

(C) • • • 

(16) Miscellaneous plan revisions, sub¬ 
mitted on December 16, 1975, by the 
Georgia Department of Natural Re¬ 
sources. 

§§ 52.577 and 52.578 [Revoked J 

2. Sections 52.577 and 52.578 are re¬ 
voked. 

3. Section 52.583 is hereby added: 

g 52.583 Additional rules and regula¬ 
tions. 

Section 391-3-1.02(2) (e), Particulate 
Emissions from Manufacturing Processes, 
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Is hereby approved only to the extent that 
it provides for the establishment, as per¬ 
mit conditions, of emission limits more 
stringent than those otherwise applicable 
under the currently approved Georgia 
regulations. Any application of this reg¬ 
ulation which wou'd result In permit pro¬ 
visions less stringent than those other¬ 
wise required by the State’s regulations 
must be formally submitted to EPA for 
prior approval as a plan revision pur¬ 
suant to section 110(a) of the Clean Air 
Act. 

|FR Doc.76-24085 Filed 0-19-76:8:45 ami 
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PART 60—STANDARDS OF PERFORM¬ 
ANCE FOR NEW STATIONARY SOURCES 

Revision to Emission Monitoring 
Requirements 

On October 6 , 1975 (40 FR 46250), 
under section 111 of the Clean Air Act. 
as amended, the Environmental Protec¬ 
tion Agency (EPA) promulgated emis¬ 
sion monitoring requirements and revi¬ 
sions to the performance testing methods 
in 40 CFR Part 60. The provisions of 
§60.13(1) allow the Administrator to 
approve alternatives to monitoring pro¬ 
cedures or requirements only upon writ¬ 
ten application by an owner or operator 
of an affected facility; monitoring equip¬ 
ment manufacturers would not be al¬ 
lowed to apply for approval of alternative 
monitoring equipment. Since EPA did 
not intend to prevent monitoring equip¬ 
ment manufacturers from applying for 
approval of alternative monitoring 
equipment, § 60.13 (i) is being revised. As 
revised, any person will be allowed to 
make application to the Administrator 
for approval of alternative monitoring 
procedures or requirements. 

This revision does not add new require¬ 
ments, rather it provides greater flexi¬ 
bility for approval of alternative equip¬ 
ment and procedures. This revision is 
effective (date of publication). 

(Sections 111, 114. and 301(a) of the Clean 
Air Act, as amended by sec. 4(a) of Pub. L. 
91-604, 84 Stat. 1678 and by sec. 15(c)(2) of 
Pub. L. 91-604. 84 Stat. 1713 (42 U.8.C. 18670- 
6. 18570-9. and 1867g(a)).) 

Dated: August 13,1976. 

Russell E. Train, 
Administrator, 

In 40 CFR Part 60, Subpart A is 
amended as follows: 

1. Section 60.13 is amended by revising 
paragraph (i) as follows: 

§ 60.13 Monitoring requirements. 

• • • • • 

(1) After receipt and consideration of 
written application, the Administrator 
may approve alternatives to any moni¬ 
toring procedures or requirements of this 
part including, but not limited to the 
following: 

• • • • • 

(FR Doc.76-24558 Filed 8-19-76;8:45 am) 
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Title 41—Public Contracts and Property 
Management 

CHAPTER 29— DEPARTMENT OF LABOR 

PART 29-60—PROCEDURES FOR 
SETTLING CONTRACT DISPUTE APPEALS 

Composition of the Board of Contract 
Appeals 

Pursuant to 5 U.S.C. 301 and Reor¬ 
ganization Plan No. 6 of 1950 (15 FR 
3174. 64 Stat. 1263). the Department of 
Labor is amending 41 CFR 29-60.101 
Organization and location of the Board. 

The present regulation for adminis¬ 
trative adjudication of appeals from 
decisions of contracting officers under 
disputes clauses of Department of Labor 
contracts provides for adjudication of 
such appeals before a permanent Depart¬ 
ment of Labor Bc*ard of Contract Ap¬ 
peals composed of the Department of 
Labor Chief Administrative Law Judge 
who also serves as permanent chairman 
of the Board and eight Administrative 
Law Judges (whose titles were “Hearing 
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Examiners’* at the time the present 
regulation was promulgated) appointed 
for a term of four years. As it appears 
that greater flexibility and efficiency of 
operation can be promoted by permitting 
all Department of Labor Administrative 
Law Judges to be utilized as members of 
the Board, the procedural regulation at 
41 CFR 29-60.101 is amended as set 
forth below. 

As this regulation change concerns 
only matters of procedure, notice of pro¬ 
posed rulemaking, public participation 
therein and delay in effective date are 
not required (5 U.S.C. 553). Accordingly, 
on August 20. 1976. 41 CFR 29-60.101 is 
amended to read as follows: 

§ 29—60.101 Organization and location 
of the Board. 

(a> The Board is located in Washing¬ 
ton. D.C. 

(b) The Board consists of the Chief 
Administrative Law Judge and all other 
Administrative Law Judges employed by 


the U.S. Department of Labor as pro¬ 
vided in 5 U.S.C. 5108 and qualified to 
preside at hearings pursuant to 5 U.S.C. 
556. The Chief Administrative Law Judge 
shall be the Chairman of the Board. The 
appeals are assigned to a panel of at 
least three members of the Board by the 
Chairman who shall designate one panel 
member x as Chairman of the panel. The 
decision of a majority of the panel con¬ 
stitutes the decision of the Board. 

(c) In the event the Chief Adminis¬ 
trative Law Judge is temporarily unavail¬ 
able to serve as Chairman of the Board 
he shall designate one associate member 
to serve for the duration of his absence. 
(5 U.S.C. 301; 15 FR 3174, 64 Stat. 1263.) 

Signed at Washington, D.C., this 16th 
day of August 1976. 

William J. Kilberg, 
Acting Secretary of Labor. 

(FR Doc.76-24539 Filed 8-19-76:8:45 am] 
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I This section of the FEDERAL REGISTER contains notices to the public of the proposed issuance of rules and regulations. The purpose of 

these notices is to give interested persons an opportunity to participate in the rule making prior to the adoption of the final rules. 

I __ 


DEPARTMENT OF AGRICULTURE 
Agricultural Marketing Service 
[ 7 CFR Part 910] 

HANDLING OF LEMONS GROWN IN 
CALIFORNIA AND ARIZONA 

Proposed Amendment of Rules and 
Regulations 

This document gives notice and invites 
written comments, not later than Sep¬ 
tember 6 , 1976, with respect to a pro¬ 
posed amendment to the rules and regu¬ 
lations under Marketing Order No. 910, 
regulating the handling of lemons grown 
In California and Arizona. The order 
provides for computation of each han¬ 
dlers prorate base by averaging the 
weekly quantity of lemons picked and 
delivered to his packinghouse in a speci¬ 
fied base period. A handler receives allot¬ 
ment to ship lemons on the basis of the 
relationship his prorate base bears to the 
prorate bases of all handlers. The pro¬ 
posed amendment would change the 
number of weeks in the prorate base 
periods for Districts 1 and 2 to allow for 
a more eouitable distribution of allot¬ 
ment by districts. 

All persons who desire to submit writ¬ 
ten data, views, or arguments for con¬ 
sideration in connection with the pro¬ 
posed amendment shall file the same, in 
quadruplicate, with the Hearing Clerk, 
United States Department of Agriculture, 
Hoorn 112, Administration Building, 
Washington, D.C. 20250, not later than 
September 6 , 1976. All written submis¬ 
sions made pursuant to this notice will 
be made available for public inspection 
at the office of the Hearing Clerk during 
regular business hours (7 CFR 1.27(b)). 

The rules and regulations (Subpart— 
Rules and Regulations; 7 CFR 910.100- 
910.180) are effective pursuant to the 
applicable provisions of the marketing 
agreement, as amended, and Order No. 
910. as amended (7 CFR Part 910). regu¬ 
lating the handling of lemons grown in 
Arizona and designated part of Califor¬ 
nia, hereinafter referred to as the "or- 
der.** This is a regulatory program 
effective under the Agricultural Market¬ 
ing Agreement Act of 1937, as amended 
OU.S.C. 601-674). 

The proposal to amended said rules and 
emulations was unanimously recom¬ 
mended by the Lemon Administrative 
Committee established under the order 

the agency to administer its terms and 
Provisions. Under 5 910.53 of the order 
pror ate base of each handler is com¬ 
puted on the basis of the average weekly 
Quantity of lemons picked and delivered 

his packinghouse in a specified base 
A handler receives allotment to 
s p lemons proportional to the relation¬ 


ship his prorate base bears to the total 
of the prorate bases of all handlers. In 
recognition of the differences in produc¬ 
tion and marketing conditions between 
the three prorate districts it is provided 
that the number of weeks in a prorate 
base period shall be specified by district. 
The aforesaid section also provides that 
the committee with the approval of the 
Secretary, may change the number of 
weeks in the prorate base period for each 
district. 

As proposed to be amended, the rules 
and regulations would specify a change 
in the prorate base period for District 1 
from 8 to 6 weeks and District 2 from 
16 to 12 weeks. District 3 would remain 
at the present 4 weeks. A change from 16 
weeks to 12 weeks in the maximum dura¬ 
tion of a different prorate base period 
than generally prevailing in a district 
that a handler may apply for is also 
proposed. The aforesaid changes would 
also necessitate deleting “16" and insert¬ 
ing ‘*12° in § 910.153(e) (2) (ii). In addi¬ 
tion, a previous error in a reference to a 
subsection number would be corrected 
by the amendment. 

The committee reports that shorten¬ 
ing the weekly base period for Districts 1 
and 2 as indicated would more accurately 
reflect the maximum time periods that 
picked lemons are stored before ship¬ 
ment. Decreasing the number of weeks 
in the prorate base period for Districts 
1 and 2 would result in District 3 re¬ 
ceiving a higher percentage of the in¬ 
dustry prorate base early in the season 
when the qualitv of its lemons Is highest. 
Likewise, District 3*s share of the in¬ 
dustry prorate base would be reduced 
seasonally earlier when more of that dis¬ 
trict’s lemons are of lower quality. 

The proposed amendments are as fol¬ 
lows: 

1. Two new paragraphs (g) and (h) 
are proposed to be added in § 910.153 to 
read as follows: 

§ 910.153 Prorate bancs and allotments). 

• • • • • 

(g) Change in prorate base periods. 
Pursuant to 5 910.53(h) the number of 
weeks in the prorate base periods for the 
several districts as specified In § 910.53 
(e) shall be: District 1 . 6 weeks: District 
2, 12 weeks; and District 3, 4 weeks. 

(h) Change in the duration of a dif¬ 
ferent prorate base period that any han¬ 
dler may apply for to the committee. 
Pursuant to 5 910.53(h) the number of 
weeks specified in § 910.53(g) shall be in 
no event less than 4 weeks nor more than 
12 weeks. 

• • • * • 
§910.153 (Amended] 

2. In § 910.l53Te) (2) (ii) change "16” 
to " 12 ”. 


3. In 5 910.153(a) (6) correct "other 
than off-bloom lemons covered by 5 916.- 
6 la" to read "other than off-bloom 
lemons covered by § 910.61 (a). 

(Secs. 1-19, 48 Stat. 31, as amended; 7 U.S.C. 
601-674.) 

(It is hereby certified that the economic 
and Inflationary Impacts cf this proposed 
regulation have been carefuUy evaluated in 
accordance with OMB Circular A-107.) 

Dated: August 16. 1976. 

Floyd F. Hedlund, 
Director , Fruit and Vegetable 
Division . Agricultural Mar¬ 
keting Service. 

|FR Doc.76~24395 Filed 8-19-76:8:45 anal 


[ 7 CFR Parts 1006,1012, and 1013 ] 

l Docket Nos. AO-356-A 14, AO-347-A18, and 
AO 28G-A26J 

MILK IN UPPER FLORIDA, TAMPA BAY 
AND SOUTHEASTERN FLORIDA MAR¬ 
KETING AREAS 

Recommenced Decision and Opportunity 
To File Written Exceptions on Proposed 
Amendments to Tentative Marketing 
Agreements and to Orders 

Notice is hereby given of the filing 
with the Hearing Clerk of this recom¬ 
mended decision with respect to proposed 
amendments to the tentative marketing 
agreements and orders regulating the 
handling of milk in the Upper Florida, 
Tampa Bay and Southeastern Florida 
marketing areas. 

Interested parties may file written ex¬ 
ceptions to this decision with the Hear¬ 
ing Clerk, United States Department of 
Agriculture, Washington, D-.C. 20250, on 
or before August 30. 1976. The exceptions 
should be filed in quadruplicate. All 
written submissions made pursuant to 
this notice will be made available for 
public inspection at the office of the 
Hearing Cler k during regular business 
hours (7 CFR 1.27(b)). 

In the interest of expediting amenda¬ 
tory action in this proceeding, less than 
15 days is being provided for the filing of 
exceptions. Proponents urged at the 
hearing that their proposed amend¬ 
ments be implemented as soon as pos¬ 
sible. There was no opposition to the pro¬ 
posals or to taking prompt action. 

The above notice of filing of the deci¬ 
sion and of opportunity to file exceptions 
thereto is issued pursuant to the provi¬ 
sions of the Agricultural Marketing 
Agreement Act of 1937. as amended (7 
U.S.C. 601 et seq.), and the applicable 
rules of practice and procedure govern¬ 
ing the formulation of marketing agree¬ 
ments and marketing orders (7 CFR Part 
900). 
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Preliminary Statement 

The hearing on the record of which the 
proposed amendments, as hereinafter set 
forth, to the tentative marketing agree¬ 
ments and to the orders as amended, 
were formulated, was conducted at 
Orlando. Florida, on June 22. 1976, pur¬ 
suant to notices thereof which were is¬ 
sued on Mav 19. 1976 (41 F.R. 21206) and 
Juno 11. 1976 <41 F.R. 24382). 

The material issues on the record of 
the hearing relate to: 

1. Changing the present classification 
of cream and cream products from Class 

I to Class II; and 

2. Permitting producer milk to be di¬ 
verted from pool plants to plants regu¬ 
lated under other Federal orders for re¬ 
quested Class II use. 

Findings and Conclusions 

The following findings and conclusions 
on the material issues are based on 
evidence presented at the hearing and 
the record thereof: 

1. Classification of cream and cream 
products. All cream and cream products 
should be classified as Class II products 
under each of the Florida orders. 

The Florida orders now include sweet 
cream and sweet cream mixtures such as 
half and half in Class I. Other cream 
products, such as sour cream, sour cream 
dips, aerated cream and aerated cream 
products, are presently treated as Class 

II products. 

The lower classification for cream 
products now defined as "fiuid milk prod¬ 
ucts'* was proposed by the operator of a 
partially regulated distributing plant lo¬ 
cated at Jacksonville, Florida. The plant 
operator processes a number of cream 
products (both Class I and Class II) for 
sale throughout the southeastern part of 
the United States. Among such products 
are heavy (whipping) cream, light 
coffee) cream, and half and half. These 
three products, which shall be referred 
to herein as fluid cream products, are 
Class I products under each of the 
Florida orders. Proponent distributes 
fluid cream products on routes within 
each marketing area and also is a prin¬ 
cipal supplier of such products to han¬ 
dlers fully regulated under the Florida 
orders. He indicated that about one-third 
of his total sales are made in the three 
Florida markets. 

The proponent handler pointed out 
that a numby of processors in other 
states distribute various fluid cream 
products in Florida. He contended that 
such processors are procuring their raw 
ingredients at prices comparable to the 
Class n prices under the Florida or¬ 
ders. Proponent claimed that he is thus 
competitively disadvantaged in the Flor¬ 
ida markets with respect to his sales of 
Class I fluid cream products. He indi¬ 
cated that fluid cream sales in Florida by 
out-of-state processors have been in¬ 
creasing while his cream sales in Florida 
have been declining. Proponent urged 
that fluid cream products be classified 
under the Florida orders in a manner 
comparable to the classification of such 


products now prevailing under most 
other Federal orders. 

The proposal w f as not opposed by 
interested parties. 

It is in the interest of orderly mar¬ 
keting that fluid cream products be clas¬ 
sified as Class II products under each 
of the Florida orders. Such classification 
will place Florida handlers on a com¬ 
parable basis with handlers in other reg¬ 
ulated markets as to their cost under 
the orders for skim milk and butterfat 
disposed of as fluid cream products. 

Handlers fully regulated under the 
Florida orders are required to pay the 
applicable order's Class I price for all 
producer milk disposed of in the form of 
fluid cream products. Several payment 
options are available to the operator of 
a partially regulated distributing plant 
(a distributing plant with route sales in 
the marketing area but wh*ch does not 
qualify as a pool plant). Under such op¬ 
tions. how r ever. a partially regulated 
handler incurs a cost essentially equal to 
the Class I price on his in-area sales of 
Class I products. 

The proix>nent handier processes his 
cream products from heavy cream and 
nonfat dry milk, using the latter prod¬ 
uct in reconstituted form to standardize 
the heavy cream to the desired butter- 
fat content. He purchases his raw cream 
from both Florida handlers and proc¬ 
essors outside the state. To the extent 
that his cream purchases have been 
classified and priced as Class I milk 
under any Federal order, proponent has 
no order obligation on his packaged fluid 
cream sales in the Florida markets. Route 
sales in a Florida market that cannot 
be offset in this manner, however, are 
subject to a payment to the pool at the 
difference between the order’s Class I 
and blend prices. To the extent that the 
cream product contains reconstituted 
ribnfat dry milk, proponent incurs a pool 
obligation on the reconstituted portion 
equal to the difference between the or¬ 
der’s Class I and Class n prices. 

In addition to Ills route sales, propo¬ 
nent also supplies packaged fluid cream 
products to Florida pool plants. These 
transfers are treated under the orders as 
a receipt from an unregulated supply 
plant. Unless such transfers represent 
the equivalent of Class I purchases from 
Federal order sources, the receiving pool 
handler must pay to the pool the dif¬ 
ference between the order’s Class I and 
blend prices with respect to the fluid 
cream products transferred. In this case, 
also, an obligation equal to the difference 
between the order’s Class I and Class n 
prices applies to the extent of the re¬ 
constituted portion of the cream prod¬ 
uct. 

Such pricing of fluid cream products 
is placing the proponent handler at a 
competitive disadvantage relative to 
other cream processors not subject to 
the pricing provisions of the Florida or¬ 
ders. Several processors throughout the 
eastern half of the United States are 
distributing fluid cream products in the 
Florida markets, and thus in competi¬ 
tion with proponent. Such processors are 


located at Charleston. West Virginia 
(Order 33 area), Washington Court 
House, Ohio (Order 33 area), Newburgh. 
New York (Order 2 area). Lebanon, Mis¬ 
souri (Order 62 area), and in the Chi¬ 
cago Regional market (Order 30 area). 
Handlers operating in these regulated 
markets are required to pay no more 
than a Class n price for milk used in 
fluid cream products, and no addition.il 
obligation is imposed under the Florida 
orders when such products are sold in 
the Florida markets. In most cases, the 
applicable Class n price in the other 
markets is the Minnesota-Wisconsin 
price plus 10 cents. By comparison, in 
1975 the minimum Class I prices in 
Florida averaged $2.39 higher under the 
Upper Florida order, $2.49 higher under 
the Tamoa Bay order, and $2.69 higher 
under the Southeastern Florida order. 

Outside Florida, only nine Federal 
order markets now .include fluid cream 
products in Class I. The*c markets are 
Puget Sound. Inland Empire, Great 
Ba«in. Eastern Cohrado. Western Colo¬ 
rado, Black Hills. Michigan Upper Penin¬ 
sula, Appalachian and Knoxville. The 
latter two markets have been proponed to 
be merged with the Chattanooga order. 
The proposed merged order, as set forih 
in the Department’s final decision, would 
incUide fluid cream products in Class II.* 
The other markets listed are located 
substantial distances from Florida and do 
not represent from a practical standpoint 
sources of intermarket competition for 
Florida handlers. 

The uniform classification of fluid 
cream products throughout much of the 
country was brought about in large part 
through the simultaneous adoption of 
uniform classification provisions in 39 
orders.* Such provisions became effective 
on August 1. 1974. The Florida orders 
were not a part of the applicable pro¬ 
ceedings. 

Fluid cream sales in Florida represent 
lers than tw T o percent of the total Class I 
sales of regulated handlers. Classifying 
cream products in Class II. rather than in 
Class I, thus will have a very limited 
impact on returns to producers in the 
Florida markets. 

A number of changes in each of the 
Florida orders are required to Implement 
the new classification of fluid cream 
products. Such changes are patterned 
after the uniform classification pro¬ 
visions noted earlier that are applicable 
under the majority of orders. The use of 
such provisions will tend to minimize 
regulatory differences among competing 
handlers. 

Under the amendments adopted here¬ 
in. the accounting for fluid cream prod¬ 
ucts would continue to be on a “disposed 
of” basis. This accounting method now 
applies to all products, including heavy 


1 Official notice la taken of the Assistant 
Secretary’s decision on the Appalachian. 
Chattanooga and Knoxville orders Issued on 
August 10. 1976. 

2 Official notice Is taken of the Assistant 
Secretary’s decisions on 39 Federal ordei* 
Issued on February 19, 1974 (39 FR 8~0~. 
8452.8712, and 9012). 
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and light cream and half and half, that 
are included in the present fluid milk 
product definition. Other cream prod¬ 
ucts now in Class II, such as sour cream 
and aerated cream, are accounted for on 
a "used to produce" basis. Although fluid 
cream products also would be in Class 
n. the "disposed of" accounting basis 
still remains appropriate for these types 
of products. 

In connection with the classification 
changes, it is desirable to define a new 
term— "fluid cream product." "Fluid 
cream product" would mean sweet cream 
or a mixture of sweet cream and milk or 
skim milk containing 9 percent or more 
butterfat. The term would not include 
aerated cream and aerated cream prod¬ 
ucts, which are Class n products now ac¬ 
counted for on a "used to produce" basis. 
Although the minimum butterfat con¬ 
tent of half and half under State regula¬ 
tions is 10.5 percent, the minimum but¬ 
terfat level of cream mixtures is set here¬ 
in at 9 percent to coincide with the level 
established under the 39 orders referred 
to earlier. 

Certain changes are also made in the 
other source milk definition of each 
order. At present, fluid milk products re¬ 
ceived at a pool plant from any source 
other than producers, other pool plants 
and the plant's inventory at the begin¬ 
ning of the month are considered as 
other source milk. Under the classifica¬ 
tion changes, however, cream no longer 
would be defined as a fluid milk product. 
To facilitate the application of other pro¬ 
visions of each order, it is desirable, 
nevertheless, that fluid cream products 
in bulk form continue to be treated in the 
same manner as fluid milk products for 
purposes of applying the other source 
milk definition. 

Receipts of packaged fluid cream 
products, on the other hand, would be 
considered in all cases as a receipt of 
other source milk. This would be so Ir¬ 
respective of whether the products are 
received from other pool plants, other 
Federal order plants or unregulated 
plants. No handler obligation would ap¬ 
ply to these receipts of packaged Class 
II products. Such receipts would be allo¬ 
cated directly to the handler’s Class II 
utilization. 

Fluid cream products disposed of from 
a pool plant in packaged form would be 
classified as Class II products, irrespec¬ 
tive of whether such products are dis¬ 
tributed on routes or transferred to 
another plant. The disposition of such 
products in packaged form indicates that 
this is the final form of the product. 
The classification of fluid cream prod¬ 
ucts in bulk form, however, is deter¬ 
minable only by following the movement 
of the bulk product to Its subsequent use. 
Thus, it is necessary that fluid cream 
products that are transferred in bulk 
lorm from a pool plant to another plant 
continue to be classified In the same 
manner as now provided under the 
orders. 

F^uid cream products on hand in 
packaged form at the end of the month 
* ould be included in Class n, the class 
01 expected ultimate use. The ending 


Class II inventory, as Class n inven¬ 
tory on hand at the beginning of the 
following month, would be allocated in 
such following month directly to the 
handler's Class II utilization. No change 
would be made in the present treat¬ 
ment of bulk cream in ending inventory. 

For the first month that the new clas¬ 
sification changes are effective, certain 
transitional provisions relating to in¬ 
ventories of fluid cream products should 
apply. Such provisions are necessary to 
assure that all handlers under the Flor¬ 
ida orders will be subject to comparable 
pricing for milk used in packaged fluid 
cream products irrespective of whether 
such products enter into the month's 
accounting as beginning inventory or are 
made from current receipts of producer 
milk. Under the present orders, ending 
inventories of packaged fluid cream 
products are classified as Class I milk. 
Thus, in the first month of the new 
amendments, the beginning inventories 
of packaged fluid cream products will 
have been priced at the preceding 
month’s Class I price. A handler should 
receive a credit on such beginning in¬ 
ventories equal to the difference'between 
the preceding month’s Class I and Class 
n prices so that such inventories will 
be competitive with Class II products 
made during the first month from cur¬ 
rent receipts of producer milk. 

2. Diversion of producer milk. Each of 
the Florida orders should be amended 
to permit the diversion of producer milk 
to a pool plant regulated under another 
Federal order for requested Class n 
use. 

The present provisions of each order 
provide that within certain limits pro¬ 
ducer milk may be diverted from a pool 
plant to a nonpool plant that is not an 
other order plant or a producer-handler 
plant. Even though not physically re¬ 
ceived at a pool plant, such diverted milk 
remains pooled under the order. Milk 
that is moved directly from farms to an 
other order plant is not considered as 
producer milk under the Florida orders 
and is not pooled or priced under such 
orders. In the case of producer-handler 
plants, the orders do not permit pro¬ 
ducer-handlers to receive milk directly 
from farms of other dairy farmers. 

The fluid markets in Florida custom¬ 
arily have a reserve supply of milk to 
cover fluctuations in consumer demand 
and peak bottling schedules. Also, ex¬ 
cess supplies normally develop during 
the months of seasonally high produc¬ 
tion. When these available supplies are 
not needed by distributing plants for 
fluid use, the milk must be moved to 
manufacturing plants for processing 
since the distributing plants are not 
equipped to handle such milk. 

Diversion provisions are intended to 
facilitate the efficient handling of this 
surplus milk by permitting the move¬ 
ment of such milk directly from farms 
to manufacturing plants. Normally, milk 
is associated with a Federal order market 
only through its delivery to a plant fully 
regulated under the order. Without di¬ 
version provisions, milk not needed at 
the plant would still have to be received 


at the pool plant and then transferred 
to a manufacturing plant in order for 
the milk to remain pooled under the 
order. It is generally more economical, 
however, to move the surplus milk di¬ 
rectly from the farm to the manufac¬ 
turing plant, since this eliminates re¬ 
loading the milk at the distributing plant 
and usually considerable hauling. The 
diversion provisions thus permit the con¬ 
tinued association of a producer’s milk 
with the fluid market while facilitating 
the efficient disposition of the market’s 
reserve supply. 

Facilities within the State of Florida 
for processing the reserve supplies of 
milk are limited essentially to a cottage 
cheese operation and an ice cream plant. 
Most of the surplus milk associated with 
each of the Florida orders thus has to 
be moved to out-of-state plants for proc¬ 
essing. The following table shows the 
quantities of producer milk that were 
diverted to out-of-state plants for Class 
II use during 1974 and 1975. 


Producer milk diverted to plants outside 
Florida for class II use 
(Minion pound*] 


Federal order 

1074 

1075 

Upper Florida. 


1C. 4 

Tamna Bay. 

2.0 

3.2 

Southeastern Florida. 

2.1 

16.7 


A manufacturing plant at Franklin- 
ton. Louisiana, has customarily been 
used to process much of the Florida re¬ 
serve supply. On April 1, 1976, the 
Franklinton plant became regulated un¬ 
der the newly expanded New Orleans- 
Mississippi Federal order. Because of its 
regulated status, the Franklinton plant 
no longer could be used as an outlet for 
surplus milk if the milk was to retain 
its producer status under the Florida 
orders. Because of the need for Florida 
producers to rely on this plant, coopera¬ 
tives requested that the Department 
suspend those provisions that pre¬ 
cluded diversions to other order plants. 
This action was taken for the months of 
May. June and July 1976. At the same 
time, this matter was publicly noticed as 
an issue to be considered at the hearing 
on which this decision is based. These 
provisions were later suspended for the 
months of August and September 1976. 

In order to facilitate the disposition 
of surplus milk, the three Florida orders 
should be amended to permit diversions 
to other Federal order plants for Class 
n uses. Such plants in other markets are 
available surplus outlets for the milk in 
Florida that is not needed locally for 
fluid use. The Florida orders should per¬ 
mit the diversion of milk to these plants 
should the cooperatives find a need for 
utilizing such manufacturing facilities. 

In the absence of such amendments, 
cooperatives in Florida still could dis¬ 
pose of unneeded milk supplies to a man¬ 
ufacturing plant regulated by another 
order. In most cases, such milk would be 
pooled under the other order. This, how¬ 
ever, would have the effect of passing to 
the other Federal order market the 
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burden of the excess milk supplies of the 
Florida markets. The result would be an 
unwarranted decrease in the blend price 
payable to the producers regularly sup¬ 
plying the other market where the sur¬ 
plus milk became pooled. At the same 
time, the blend price for the Florida 
market from which the surplus milk 
emanated would be unjustifiably in¬ 
creased since such milk would not be 
included in the Florida order pool. This 
result would be contrary to the intent of 
the Act, which is to ensure stable apd 
orderly marketing conditions for dairy 
farmers through the use of appropriate 
regulatory provisions. 

It has been the policy under the Fed¬ 
eral order program to facilitate the dis¬ 
posal of surplus milk on a Federal order 
market through ^nanufacturing plants 
regulated under other orders. In this 
connection, Federal orders customarily 
provide that handlers may request a 
surplus classification for intermarket 
shipments of milk and that such milk 
will be allocated to the receiving han¬ 
dler’s Class n/Class in utilization. In 
this way, returns to producers in the re¬ 
ceiving market are not affected by the 
receipt of the surplus milk from the 
other market. 

It is possible that milk may be diverted 
to another order plant with no agree¬ 
ment among the handlers as to its classi¬ 
fication. In this case, the milk would be 
prorated u^der the other order (but with 
certain limitations) to the receiving han¬ 
dler's utilization in each class. A portion 
of such deliveries thus would be allocated 
to the receiving handler's Class I utili¬ 
zation. Since these deliveries to the han¬ 
dler would represent a portion of his 
Class I supply, such milk more appro¬ 
priately should be rooled under the order 
regulating the plant where the milk was 
used in Class I. Accordingly, the Florida 
orders should provide that a “producer” 
should not include any person with re¬ 
spect to milk produced by him that is re¬ 
ported as diverted to another order 
plant if any portion of such person's 
milk so moved is assigned to Class I milk 
under the provisions of such other order. 

Rulings on Proposfd Findings and 
Conclusions 

A brief and proposed findings and 
conclusions were filed on behalf of an in¬ 
terested party. The brief, proposed find¬ 
ings and conclusions and the evidence 
in the record were considered in making 
the findings and conclusions set forth 
above. To the extent that the suggested 
findings and conclusions filed by the in¬ 
terested party are inconsistent with the 
findings and conclusions set forth 
herein, the request to make such findings 
or reach such conclusions is denied for 
the reasons previously stated in this de¬ 
cision. 

General Findings 

The findings and determinations here¬ 
inafter set forth are supplementary and 
in addition to the findings and determin¬ 
ations previously made in connection 
with the issuance of each of the afore¬ 
said orders and of the previously issued 


amendments thereto; and all of said 
previous findings and determinations 
are hereby ratified and affirmed, except 
insofar as such findings and determina¬ 
tions may be in conflict with the findings 
and determinations set forth herein. 

The following findings are hereby 
made with respect to each of the afore¬ 
said tentative marketing agreements and 
orders: 

(a) The tentative marketing agree¬ 
ment and the order, as hereby proposed 
to be amended, and all of the terms and 
conditions thereof, will tend to effectu¬ 
ate the declared policy of the Act; 

(b) The parity prices of milk as de¬ 
termined pursuant to section 2 of the Act 
are not reasonable in view of the price of 
feeds, available supplies of feeds, and 
other economic conditions which affect 
market supply and demand for milk in 
the marketing area, and the minimum 
prices specified in the tentative market¬ 
ing agreement and the order, as hereby 
proposed to be amended, are such prices 
as will reflect the aforesaid factors, in¬ 
sure a sufficient quantity of pure and 
wholesome milk, and be in the public 
interest; and 

(c) The tentative marketing agree¬ 
ment and the order, as hereby proposed 
to be amended, will regulate the han¬ 
dling of milk in the same manner as. and 
will be applicable only to persons in the 
respective classes of industrial and com¬ 
mercial activity specified in, a market¬ 
ing agreement upon which a hearing has 
been held. 

Recommended Marketing Agreement 
and Order Amending the Order 

The recommended marketing agree¬ 
ments are not included in this decision 
because the regulatory provisions thereof 
would be the same as those contained in 
the orders, as hereby proposed to be 
amended. The following order amending 
the orders, as amended, regulating the 
handling of milk in the Upper Florida. 
Tampa Bay and Southeastern Florida 
marketing areas is recommended as the 
detailed and appropriate means by which 
the foregoing conclusions may be carried 
out: 

PART 1006—MILK IN THE UPPER 
FLORIDA MARKETING AREA 

1. Section 1006.12 is revised to read as 
follows: 

§ 1006.12 Producer. 

(a) Except as provided in paragraph 
(b) of this section, “producer” means 
any person who produces milk in compli¬ 
ance with the Inspection requirements of 
a duly constituted health authority, 
which milk is received at a pool plant or 
diverted pursuant to § 1006.13 from a 
pool plant to a nonpool plant. 

(b) The term “producer” shall not in¬ 
clude: 

(1) A producer-handler as defined in 
any order (including this part) issued 
pursuant to the Act; 

(2) The operator of an exempt dis¬ 
tributing plant; or 

(3) Any person with respect to milk 
produced by him that is reported as 


diverted to an other order plant if any 
portion of such person’s milk so moved is 
assigned to Class I milk under the pro¬ 
visions of such other order. 

2. In 5 1006.13, the introductory text 
of paragraph (b) is revised to read as 
follows: 

§ 1006.13 Producer milk. 

• » • * • 

(b) Diverted from a pool plant to a 
nonpool plant, other than a producer- 
handler plant, for the account of the pool 
plant operator or a cooperative associa¬ 
tion in any month in which not less than 
10 days' production of the producer 
whose milk is diverted is physically re¬ 
ceived at a pool plant, subject to the 
following: 

• • • • • 

3. In § 1006.14, paragraphs (a) and (b) 
are revised to read as follows: 

§ 1006.14 Other source milk. 

• • • • • 

(a) Fluid milk products and fluid 
cream products from any source except: 

(1) Producer milk; 

(2) Such products from pool plants; 
and 

(3) Such products in inventory at the 
beginning of the month; 

<b) Products, other than fluid milk 
products and fluid cream products, from 
any source (including those produced at 
the plant) which are reprocessed, con¬ 
verted into or combined with another 
product in the plant during the month; 
and 

• • • ' ♦ • 

4. Section 1006.15 Ls revied to read as 
follows: 

§ 1006.15 Fluid milk product. 

“Fluid milk product” means milk, 
skim milk, buttermilk, acidophilus milk, 
flavored milk, flavored milk drinks (in¬ 
cluding eggnog and milkshake mix), 
filled milk, and concentrated milk. 

5. A new § 1006.16 is added to read as 
follows: 

§ 1006.16 Fluid cream product. 

“Fluid cream product” means sweet 
cream or a mixture of sweet cream and 
milk or skim milk containing 9 percent 
or more butterfat. The term “fluid cream 
product” shall not include aerated cream 
and aerated cream products. 

6 . In 5 1006.30(a). subparagraphs (2) 
and (5) are revised to read as follows: 

§ 1006.30 Report* of receipts and utili¬ 
zation. 


(2) Fluid milk products and bulk fluid 
cream products received from pool plants 
of other handlers; 

• • • • • 

(5) Inventories of fluid milk P r °ducts 
and fluid cream products at the begin¬ 
ning and end of the month; 

• • • • • 

7. In 5 1006.40(b). a new subparagraph 
(1-a) is added and subparagraph (4) w 
revised to read as follows; 


FEDERAL REGISTER, VOL. 41, NO. 163—FRIDAY, AUGUST 20, 1976 






PROPOSED RULES 


35191 


§ 1006.40 C3a**c* of utilization. 

» • * » • 

(b) • • • 

( 1 -a) Skim milk and butterfat dis¬ 
posed of in the form of a fluid cream 

product; 

• » ♦ • • 

(4) Skim milk and butterfat in inven¬ 
tory of fluid cream products and bulk 
fluid milk products at the end of the 

month; 

• • • ♦ • 

8 . In 5 1006.42, the introductory text 
of paragraphs (a), (b), and <c) and the 
language of paragraph (c) (3) and (5) 
are revised to read as follows; 

§ 1006.42 Classification of transfers and 

diversions* 

• • • • • 

(a) At the utilization indicated by the 
operators of both plants, otherwise as 
Class I milk, if transferred in the form 
of a fluid milk product or a bulk fluid 
cream product from a pool plant to the 
pool plant of another handler, subject 
to the following conditions: 

• * • • ♦ 

(b) As Class I milk, if transferred or 
diverted in the form of a fluid milk prod¬ 
uct or a bulk fluid cream product to a 
nonpool plant that is not an other order 
plant, a producer-handler plant, or an 
exempt distributing plant, unless the re¬ 
quirements of paragraph (b) ( 1 ) and ( 2 ) 
of this section are met, in which case the 
skim milk and butterfat so transferred or 
diverted shall be classified in accordance 
with the assignment resulting from par¬ 
agraph (b) (3) of this section. 


(c) As follows, if transferred or di¬ 
verted in the form of a fluid milk prod¬ 
uct or a bulk fluid cream product to an 
other order plant in excess of receipts of 
fluid milk products or bulk fluid cream 
products, respectively, from such plant 
in the same category as described in 
paragraph (c) (I), (2), or (3) of this 
section: 

• 9 • I • 

( 3) If the operators of both plants so 
request in their reports of receipts and 
utilization filed with their respective 
market administrators, transfers or di¬ 
versions in bulk form shall be classified 
as Class II milk to the extent of the Class 
H utilization (or comparable utilization 
under such other order) available for 
such assignment pursuant to the alloca¬ 
tion provisions of the other order: 

• • • • • 

<5) For purposes of this paragraph, if 
the other order provides for more than 
two classes of utilization, skim milk and 
outterfat allocated to a class consisting 
Primarily of fluid milk products shall be 
classified as Class I milk, and allocations 
to other classes shall be classified in a 
comparable classification as Class n 
milk; and 

• • • * * 

f0 S, * n * } 0 °6-44<a) f new subparagraphs 
~-o) and ( 2 -c) are added and subpara¬ 


graphs (3) (1), ( 6 ), and (10) are revised 
to read as follows: 


§ 1006.44 Gasification 
milk. 


of producer 


(2-b) Subtract from the remaining 
pounds of skim milk in Class n the 
pounds of skim milk in fluid cream prod¬ 
ucts that were received in packaged form 
from other plants; 

(2-c) Subtract from the remaining 
pounds of skim milk In Class II the 
pounds of skim milk ha fluid cream prod¬ 
ucts that were in inventory at the begin¬ 
ning of the month in packaged form; 

(3) * • • 

(i) Other source milk, except that re¬ 
ceived in the form of a fluid milk prod¬ 
uct, that was not subtracted pursuant to 
paragraph (a) ( 2 -b) of this section; 

• • * • • 

( 6 ) Subtract from the pounds of skim 
milk remaining in each class, in series 
beginning with Class n milk, the pounds 
of skim milk in inventory of fluid milk 
products and bulk fluid cream products 
at the beginning of the month that were 
not subtracted pursuant to paragraph 

(a) (4) of this section; 

♦ • • • • 

(10) Subtract from the remaining 
pounds of skim milk in each class the 
pounds of skim milk in fluid milk prod¬ 
ucts and bulk fluid cream products re¬ 
ceived from pool plants of other han¬ 
dlers according to the classification of 
such products pursuant to § 1006.42(a); 
and 

<•••*• 

10. In § 1006.45, paragraphs (b) and 

(c) are revised to read as follows: 

§ 1006.45 Market administrator'* re¬ 
ports and announeoments concerning 
classification. 


(b) Report to the market administra¬ 
tor of the other order, as soon as possible 
after the report of receipts and utiliza¬ 
tion for the month is received from a 
handler who has received fluid milk 
products or bulk fluid cream products 
from an other order plant, the class to 
which such receipts are allocated pur¬ 
suant to § 1006.44 on the basis of such 
report, and thereafter, any change in 
such allocation required to correct errors 
disclosed in the verification of such 
report. 

(c) Furnish to each handler operating 
a pool plant who has shipped fluid milk 
products or bulk fluid cream products to 
an other order plant the class to which 
such shipments were allocated by the 
market administrator of the other order 
on the basis of the report by the receiving 
handler, and, as necessary, any changes 
in such allocation arising from the veri¬ 
fication of such report. 

• • • • • 

1. In § 1006.60, paragraph (e) is re¬ 
vised and a new paragraph (g) is added 
to read as follows: 


§ 1006.60 Handler'* value of milk for 
computing uniform price. 

• • • * • 

(e) Add an amount equal to the dif¬ 
ference between the Class I and Class n 
price values at the pool riant of the skim 
milk tmd butterfat (excluding that con¬ 
tained in receipts of bulk fluid cream 
products from an other order plant) sub¬ 
tracted from Class I pursuant to § 1006.44 

(a) (3) and the corresponding step of 
§ 1006.44(b), except that for receipts of 
fluid milk products assigned to Class I 
pursuant to § 1006.44'a) (3) (v) and (vi) 
and the corresponding step of § 1006.44 

(b) the Clsss I price shall be adjusted 
to the. location of the transferor-plant 
(but not to be less than the Class II 
price); 

• • • • • 

(g) For the first month that this para¬ 
graph is effective, subtract the amount 
obtained from multiplying the difference 
between the Class I price applicable at 
the location of the pool plant and the 
Class n price, both for the preceding 
month, bv the hundredweight of skim 
milk and butterfat in any fluid cream 
product that was in the handler’s in¬ 
ventory at the end of the preceding 
month and classified as Class I milk. 

12. In § 1006.85. paragraph (b) is re¬ 
vised to read as follows: 

§ 1006.05 A*sc**ment for order admin¬ 
istration. 

■ • • • • 

(b) Any other source milk allocated to 
Class I milk pursuant to § 1006.44(a) (3) 
and ( 8 ) and the corresponding step of 
5 1006.44(b), except such other source 
milk excluded from pool obligations pur¬ 
suant to § 1006.60 (e) and (f); and 


PART 1012—MILK IN THE TAMPA BAY 
MARKETING AREA 

1. Section 1012.12 is revised to read as 
follows: 

§ 1012.12 Producer. 

(a) Except as provided in paragraph 
(b) of this section, “producer” means 
any person who produces milk in compli¬ 
ance with the inspection requirements of 
a duly constituted health authority, 
which milk is received at a pool plant or 
diverted pursuant to 5 1012.13 from a 
pool plant to a nonpool plant. 

(b) The term “producer” shall not in¬ 
clude: 

(1) A producer-handler as defined in 
any order (including this part) issued 
pursuant to the Act; or 

(2) Any person with respect to milk 
produced by him that is reported as di¬ 
verted to an other order plant if any 
portion of such person’s milk so moved 
is assigned to Class I milk under the pro¬ 
visions of such other order. 

2. In § 1012.13, the Introductory text 
of paragraph (b) is revised to read as 
follows: 

§ 1012.13 Producer milk. 

• • • • • 

(b) Diverted from a pool plant to a 
nonpool plant, other than a producer- 
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handler plant, for the account of the 
pool plant operator or a cooperative as¬ 
sociation in any month in which not less 
than 10 days' production of the producer 
whose milk is diverted is physically re¬ 
ceived at a pool plant, subject to the fol¬ 
lowing: 

• • • • • 

3. In § 1012.14, paragraphs (a) and 
(b) are revised to read as follows: 

§ 1012.14 Other source milk. 

• • • • • 

(a) Fluid milk products and fluid 
cream products from any source except: 

(1) Producer milk; 

(2) Such products from pool plants; 
and 

(3) Such products in inventory at the 
beginning of the month; 

(b) Products, other than fluid milk 
products and fluid cream products, from 
any source (Including those produced at 
the plant) which are reprocessed, con¬ 
verted into or combined with another 
product in the plant during the month; 
and 

• • • • • 

4. Section 1012.15 is revised to read as 
follows: 

§ 1012.15 Fluid milk product. 

“Fluid milk product” means milk, skim 
milk, buttermilk, acidophilus milk, fla¬ 
vored milk, flavored milk drinks (includ¬ 
ing eggnog and milkshake mix), filled 
milk, and concentrated milk. 

5. A newJS 1012.16 is added to read as 
follows: 

§ 1012.16 Fluid cream product. 

“Fluid cream product" means sweet 
cream or a mixture of sweet cream and 
milk or skim milk containing 9 percent 
or more butterfat. The term “fluid cream 
product” shall not include aerated cream 
and aerated cream products. 

6 . In § 1012.30(a). subparagraphs (2) 
and (5) are revised to read as follows: 

§ 1012.30 Report* of receipts and utili¬ 
zation. 

00000 

(a) • • • 

(2) Fluid milk products and bulk fluid 
cream products received from pool 
plants of other handlers ; 

• • • • • 

(5) Inventories of fluid milk products 
and fluid cream products at the begin¬ 
ning and end of the month; 

• • • • • 

7. In $ 1012.40(b). a new subparagraph 
(1-a) is added and subparagraph (4) Is 
revised to read as follows: 

§ 1012.40 Classes of utilization. 

00000 

(b) • • * 

(1-a) Skim milk and butterfat dis¬ 
posed of in the form of a fluid cream 
product; 

• • • • • 

(4) Skim milk and butterfat in inven¬ 
tory of fluid cream products and bulk 


fluid milk products at the end of the 
month; 

• • • • • 

8 . In $ 1012.42, the introductory text 
of paragraphs (a), (b), and (c) and the 
language of paragraph (c) (3) and (5) 
are revised to read as follows; 

§ 1012.42 Classification of transfers and 
diversions. 


(a) At the utilization indicated by the 
operators of both plants, otherwise as 
Class I milk, if transferred in the form 
of a fluid milk product or a bulk fluid 
cream product from a pool plant to the 
pool plant of another handler, subject 
to the following conditions: 

* • • * » 

(b) As Class I milk, if transferred or 
diverted in the form of a fluid milk prod¬ 
uct or a bulk fluid cream product to a 
nonpool plant that is neither an other 
order plant nor a producer-handler plant, 
unless the requirements of paragraph (b) 
( 1 ) and ( 2 ) of this section are met, in 
which case the skim milk and butterfat 
so transferred or diverted shall be classi¬ 
fied in accordance with the assignment 
resulting from paragraph (b)(3) of this 
section: 

• • • m 0 

(c) As follows, if transferred or di¬ 
verted in the form of a fluid milk prod¬ 
uct or a bulk fluid cream product to an 
other order plant in excess of receipts 
of fluid milk products or bulk fluid cream 
products, respectively, from such plant 
in the same category as described in 
paragraph (c) (1), (2), or (3) of this 
section: 

# • • • • 

(3) If the operators of both plants so 
request in their reports of receipts and 
utilization filed with their respective 
market administrators, transfers or di¬ 
versions in bulk form shall be classified 
as Class n milk to the extent of the Class 
II utilization (or comparable utilization 
under such other order) available for 
such assignment pursuant to the alloca¬ 
tion provisions of the other order: 

0 0 0 * • 

(5) For purposes of this paragraph, 
if the other order provides for more than 
two classes of utilization, skim milk and 
butterfat allocated to a class consisting 
primarily of fluid milk products shall be 
classified as Class I milk, and allocations 
to other classes shall be classified in a 
comparable classification as Class II 
milk; and 

• * • * • 

9. In § 1012.44(a), new subparagraphs 
( 2 -b) and ( 2 -c) are added and subpara¬ 
graphs (3) (i), ( 6 ), and (10) are revised 
to read as follows: 


§ 1012.44 Classification 
milk. 


of producer 


(2-b) Subtract from the remaining 
pounds of skim milk in Class II the 
pounds of skim milk in fluid cream prod¬ 


ucts that were received in packaged form 
from other plants; 

(2-c) Subtract froiri the remaining 
pounds of skim milk in Class II the 
pounds of skim milk in fluid cream prod¬ 
ucts that were in inventory at the begin¬ 
ning of the month in packaged form; 

(3) * • • 

(i) Other source milk, except that re¬ 
ceived in the form of a fluid milk product, 
that was not subtracted pursuant to 
paragraph (a) ( 2 -b) of this section; 

• • 0 • * 

( 6 ) Subtract from the pounds of skim 
milk remaining in each class, in series 
beginning with Class n milk, the pounds 
of skim milk in inventory of fluid mi*k 
products and bulk fluid cream products 
at the beginning of the month that were 
not subtracted pursuant to paragraph 
(a) (4) of this section; 

• 0 • 0 0 

(10) Subtract from the remaining 
pounds of skim milk in each class the 
pounds of skim milk in fluid milk prod¬ 
ucts and bulk fluid cream products re¬ 
ceived from pool plants of other handlers 
according to the classification of such 
products pursuant to § 1012.42(a) ; and 
+ • 0 0 0 

10. In § 1012.45, paragraphs (b) and 

(c) are revised to read as follows: 

§ 1012.45 Market administrator’s re¬ 
ports and announcements concerning 
classification. 

* • 0 0 0 

(b) Report to the market administra¬ 
tor of the other order, as soon as pos¬ 
sible after the report of receipts and 
utilization for the month is received from 
a handler who has received fluid milk 
products or bulk fluid cream products 
from an other order plant, the class to 
which such receipts are allocated pur¬ 
suant to 5 1012.44 on the basis of such 
report, and thereafter, any change in 
such allocation required to correct errors 
disclosed in the verification of such re¬ 
port. 

(c) Furnish to each handler operating 
a pool plant who has shipped fluid milk 
products or bulk fluid cream products to 
an other order plant to class to which 
such shipments were allocated by the 
market administrator of the other order 
on the basis of the report by the receiv¬ 
ing handler, and as necessary, any 
changes in such allocation arising from 
the verification of such report. 

• • 0 • * 

11. In 5 1012.60. paragraph <"e> Is re¬ 
vised and a new paragraph <g) Is added 
to read as follows: 

§ 1012.60 Handler’* value of milk for 
computing uniform price. 

0 0 0 0 • 

(e) Add an amount equal to the dif¬ 
ference between the Class I and Class II 
price values at the pool plant of the skim 
milk and butterfat (excluding that con¬ 
tained in receipts of bulk fluid cream 
products from an other order plant) sub¬ 
tracted from Class I pursuant to S 1012.- 
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44 (a) (3) and the corresponding step of 
§ 1012.44(b), except that for r ceints of 
fluid milk products assigned to Class I 
pursuant to § 1012.44(a)(3) (iv) and <v) 
and the corresponding step of § 1012.44 
(b) the Class I price shall be adjusted to 
the location of the transferor-plant (but 
not to be less than the Class n price); 

• • • • ♦ 

(g) For the first month that this para¬ 
graph is effective, subtract the amount 
obtained from multiplying the difference 
between the Class I price applicable at 
the location of the pool plant and the 
Class n price, both for the preceding 
month, by the hundredweight of skim 
milk and butterfat in any fluid cream 
product that was in the handler’s inven¬ 
tory at the end of the preceding month 
and classified as Class I milk. 

12. In § 1012.85, paragraph (b) is re¬ 
vised to read as follows: 

§ 1012.85 Assessment for order admin- 
btralion. 

* » * • • 

(b) Any other source milk allocated to 
Class I milk pursuant to § 1012.44(a) (3) 
and (8) and the corresponding step of 
11012.44(b), except such other source 
milk excluded from pool obligations pur¬ 
suant to § 1012.60 (e) and (f); and 
» • • * • 


PART 1013—MILK IN THE SOUTH¬ 
EASTERN FLORIDA MARKETING AREA 

1. Section 1013.12 is revised to read as 

follows: 

§ 1013.12 Producer. 

(a) Except as provided in paragraph 
(b) of this section, “producer” means 
any person who producers milk (and who 
is responsible for the milk production en¬ 
terprise on a continuing basis as to man¬ 
agement and risk) in compliance with 
the inspection requirements of a duly 
constituted health authority for fluid 
consumption (as used in this part com¬ 
pliance with inspection requirements 
shall include production of milk accepta¬ 
ble to agencies of the U.S. Government 
located in the marketing area for fluid 
consumption). 

(b) The term “producer” shall not in¬ 
clude: 

<1) A producer-handler as defined in 
any order (including this part) issued 
pursuant to the Act: or 

(2) Any person with respect to milk 
produced by him that is reported as di¬ 
verted to an other order plant if any por¬ 
tion of such person’s milk so moved is 
assigned to Class I milk under the provi¬ 
sions of such other order. 

2. In 5 1013.13, the introductory text 
of paragraph (b) is revised to read as 
follows: 

^ 1013.13 Producer milk. 

• • • * « 

(b) Diverted from a pool plant to a 
nonpool plant, other than a producer- 
nandler plant, for the account of the pool 
Plant operator or a cooperative associa- 
lon , subject to the following: 

• 


3. In § 1013.14, paragraphs (a) and 
(b) are revised to read as follows: 

§ 1013.14 Other source milk. 

* • • * ♦ 

(a) Fluid milk products and fluid 
cream products from any source except: 

(1) Producer milk; 

(2) Such products from pool plants ;* 
and 

(3) Such products in inventory at the 
beginning of the month; 

(b) Products, other than fluid milk 
products and fluid cream products, from 
any source (including those produced at 
the plant) which are reprocessed, con¬ 
verted into or combined with another 
product in the plant during the month; 
and 

• • • • • 

4. Section 1013.15 is revised to read as 
follows: 

§ 1013.15 Fluid milk product. 

“Fluid milk product” means milk, skim 
milk, buttermilk, acidophilus milk, flav¬ 
ored milk, flavored milk drinks (includ¬ 
ing eggnog and milkshake mix), filled 
milk, and concentrated milk. 

5. A new § 1013.16 is added to read as 
follows: 

§ 1013.16 Fluid cream product. 

“Fluid cream product” means sweet 
cream or a mixture of sweet cream and 
milk or skim milk containing 9 percent 
or more butterfat. The term “fluid cream 
product” shall not include aerated cream 
and aerated cream products. 

§ 1013.19 [Revoked] 

6 . Section 1013.19 is revoked. 

7. In 5 1013.30(a), subparagraphs (2) 
and (5) are revised to read as follows: 

§ 1013.30 Reports of receipts and utili¬ 
zation. 

* * * * • 

(a) • • • 

(2) Fluid milk products and bulk 
fluid cream products received from pool 
plants; 

• • • « # 

(5) Inventories of fluid milk products 
and fluid cream products at the begin¬ 
ning and end of the month or account¬ 
ing period; 

• m 0 • • 

8 . In 5 1013.40(b), a new subpara¬ 
graph ( 1 -a) is added and subparagraph 

(4) is revised to read as follows: 

§1013.40 ClaRHcs of utilization. 

• • 0 0 0 

(b) ♦ * • 

(1-a) Skim milk and butterfat dis¬ 
posed of in the form of a fluid cream 
product; 

• • • • • 

(4) Skim milk and butterfat in inven¬ 
tory of fluid cream products and bulk 
fluid milk products at the end of the 
month; 

• • 0 0 0 

9. In 5 1013.42, the introductory text 
of paragraphs (a), (b), and (c) and the 
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language of paragraph (c) ( 3 ) and ( 5 ) 
are revised to read as follows: 

§ 1013.42 Classification of transfers and 

diversions. 

0 0 0 0 0 

(a) At the utilization indicated by the 
operators of both plants, otherwise as 
Class I milk, if transferred in the form 
of a fluid milk product or a bulk fluid 
cream product from a pool plant to the 
pool plant of another handler, subject to 
the following conditions: 

0 0 0 0 0 

(b) As Class I milk, if transferred or 
diverted in the form of a fluid milk prod¬ 
uct or a bulk fluid cream product to a 
nonpool plant that is neither an other 
order plant nor a producer-handler 
plant, unless the reouirements of para¬ 
graph (b) ( 1 ) and ( 2 ) of this section are 
met, in which case the skim milk and 
butterfat so transferred or diverted shall 
be classified in accordance with the 
assignment resulting from paragraph 
(b) (3) of this section: 

0 0 0 0 0 

(c) As follows, if transferred or 
diverted in the form of a fluid milk prod¬ 
uct or a bulk fluid cream product to an 
other order plant in excess of receipts of 
fluid milk products or bulk fluid cream 
products, respectively, from such plant in 
the same category as described in para¬ 
graph (c) (1), (2), or (3) of this section: 

• • • * * 

(3) If the operators of both plants so 
request in their reports of receipts and 
utilization filed with their respective 
market administrators, transfers or di¬ 
versions in bulk form shall be classified 
as Class II milk to the extent of the Class 
II utilization (or comparable utilization 
under such other order) available for 
such assignment pursuant to the alloca¬ 
tion provisions of the other order: 

• • • 0 0 

(5) For purposes of this paragraph, if 
the other order provides for more than 
two classes of utilization, skim milk and 
butterfat allocated to a class consist¬ 
ing primarily of fluid milk products shall 
be classified as Class I milk, and alloca¬ 
tions to other classes shall be classified 
in a comparable classification as Class II 
milk; and 

0 0 0 0 0 

10. In 5 1013.44(a), new* subparagraphs 
( 2 -b) and ( 2 -c) are added and subpara¬ 
graphs (3), (7), and (11) are revised to 
read as follows: 

§ 1013.44 Ga^ificalion of procurer 

milk. 

0 0 0 0 0 

(a) • • • 

(2-b) Subtract from the remaining 
pounds of skim milk in Class II the 
pounds of skim milk in fluid cream prod¬ 
ucts that were received in packaged form 
from other plants; 

(2-c) Subtract from the remaining 
pounds of skim milk in Class n the 
pounds of skim milk in fluid cream prod¬ 
ucts that were in inventory at the begin¬ 
ning of the month in packaged form; 
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(3) Subtract from the remaining 
pounds of skim milk in Class I and Class 
II, in series beginning with Class n, the 
pounds of skim milk in other source milk, 
except that received in the form of a 
fluid milk product, that was not sub¬ 
tracted pursuant to paragraph (a) ( 2 -b) 
of this section; 

• « • • — • 

(7) Subtract from the pounds of skim 
milk remaining in Class I and Class II, 
in series beginning with Class n, the 
pounds of skim milk in inventory of fluid 
milk products and bulk fluid cream prod¬ 
ucts at the beginning of the month that 
were not subtracted pursuant to para¬ 
graph (a) ( 5 ) of this section; 

• • • • • 

(11) Subtract from the remaining 
pounds of skim milk in each class the 
pounds of skim milk in fluid milk prod¬ 
ucts and bulk fluid cream products re¬ 
ceived from pool plants of other han¬ 
dlers according to the classification of 
such products pursuant to 8 1013.42(a); 
and 

• • • • • 

11. In 8 1013.45, paragraphs <b) and 
(c) are revised to read as follows : 

§ 1013.45 Market ad mini*trn tor's re¬ 
ports and announcements concerning 
classification. 

• » • * • 

(b) Report to the market administra¬ 
tor of the other order, as soon as possible 
after the report of receipts and utiliza¬ 
tion for the month is received from a 
handler who has received fluid milk prod¬ 
ucts or bulk fluid cream products from 
an other order plant, the class to which 
such receipts are allocated pursuant to 
8 1013.44 on the basis of such report, and 
thereafter, any change in such alloca¬ 
tion required to correct errors disclosed 
in the verification of such report. 

<c) Furnish to each handler operating 
a pool plant who has shipped fluid milk 
products or bulk fluid cream products to 
an other order plant the class to which 
such shipments were allocated by the 
market administrator of the other order 
on the basis of the report by the receiving 
handler, and, as necessary, any changes 
in such allocation arising from the veri¬ 
fication of such report. 

• ♦ • • • 

12. In 8 1013.60, paragraph (e) is re¬ 
vised and a new paragraph (g) is added 
to read as follows: 

§ 1013.60 Handler's value of milk for 
computing uniform price. 

• • • • • 

(e) Add an amount equal to the dif¬ 
ference between the Class I and Class II 
price values at the pool plant of the skim 
milk and butterfat (excluding that con¬ 
tained in receipts of bulk fluid cream 
products from an other order plant) sub¬ 
tracted from Class I pursuant to 8 1013.- 
44(a) (3) and (4) and the correspond¬ 
ing step of 8 1013.44(b), except that for 
receipts of fluid milk products assigned 
to Class I pursuant to § 1013.44(a) (4) 


(ill) and (iv) and the corresponding 
step of g 1013.44(b) the Class I price 
shall be adjusted to the location of the 
transferor-plant (but not to be less than 
the Class n price); 


(g) For the first month that this para¬ 
graph is effective, subtract the amount 
obtained from multiplying the difference 
between the Class I price applicable at 
the location of the pool plant and the 
Class II price, both for the preceding 
month, by the hundredweight of skim 
milk and butterfat in any fluid cream 
product that was in the handler’s inven¬ 
tory at the end of the preceding month 
and classified as Class I milk. 

13. In 8 1013.85, paragraph (a)(2) is 
revised to read as follows: 

§ 1013.85 Assessment for order admin¬ 
istration. 

(a) • • • 

(2) Any other source milk allocated to 
Class I milk pursuant to 8 1013.44(a) 
(3), (4), and (9) and the correspond¬ 
ing steps of 8 1013.44(b), except such 
other source milk excluded from pool ob¬ 
ligations pursuant to 8 1013.60 <e) and 
(f); and 


Signed at Washington, D.C., on Au¬ 
gust 17, 1976. 

William T. Manley, 
Deputy Administrator , 
Program Operations. 
(FR Doc.76-24533 Filed 8-19-76:8:45 ami 


[ 7 CFR Part 1033 ] 

(Docket No. AO-166-A49] 

MILK IN OHIO VALLEY MARKETING AREA 

Decision (Partial) on Proposed Amend¬ 
ments to Marketing Agreement and 
to Order 

A public hearing was held upon pro¬ 
posed amendments to the marketing 
agreement and the order regulating the 
handling of milk in the Ohio Valley 
marketing area. The hearing was held, 
pursuant to the provisions of the Agri¬ 
cultural Marketing Agreement Act of 
1937, as amended (7 U.S.C. 601 et seq.), 
and the applicable rules of practice (7 
CFR Part 900), at Columbus. Ohio, on 
May 4, 1976, pursuant to notice thereof 
issued on March 30. 1976 (41. FR 14192). 

Upon the basis of the evidence intro¬ 
duced at the hearing and the record 
thereof, the Deputy Administrator on 
July 20, 1976 (41 FR 30345) filed with 
the Hearing Clerk, United States De¬ 
partment of Agriculture, his recom¬ 
mended decision containing notice of the 
opportunity to file written exceptions 
thereto. 

No testimony was presented on the 
hearing notice proposal (No. 9) to reduce 
the monthly route disposition require¬ 
ment for pooling a distributing plant 
from 50 percent to 45 percent in Septem- 
ber-February and from 45 percent to 40 
percent in March-August of a plant's 


total receipts. Accordingly, no action is 
taken on the proposal. 

The material issues, findings and con¬ 
clusions, rulings, and general findings of 
the recommended decision are hereby 
approved and adopted and are set forth 
in full herein, subject to the addition of 
three paragraphs immediately following 
the last paragraph in the findings and 
conclusions. 

The material issues on the record re¬ 
late to: 

1. Payment procedures which would 
permit handlers to make payments to 
nonmember producers directly rather 
than through the market administrator. 

2. Procedure for pooling a plant that 
qualified under the Ohio Valley order 
and another order In the same month. 

3. Modification of the pooling proce¬ 
dure to consider as one plant the opera¬ 
tion of two or more distributing plants 
for purposes of pool qualification. 

4. Inclusion of interplant transfers of 
packaged fluid milk products as a route 
disposition from the transferee-plant for 
purposes of determining such plant’s 
status as a pool plant. 

5. Classifying in Class IH the skim 
milk and butterfat in products contain¬ 
ing Jess than 6.5 percent nonfat milk 
solids. 

6 . Classifying in Class m the skim 
milk and butterfat in products in her- 
metieaJlv sealed cop twiners. 

7. Conforming changes. 

This d^cHon de^ls only with Issue No. 
2. The remaining issues will be handled 
in a later decision. 

Findings and Conclusions 

The following findings and conclusions 
on the material issues are based on evi¬ 
dence presented at the hearing and the 
record thereof: 

2. Pooling a plant that qualified under 
Ohio Valley and another order in the 
same month. The provisions for deter¬ 
mining the status of a plant that quali¬ 
fies as a pool plant under this and an¬ 
other order in the same month should 
not be changed on the basis of this rec¬ 
ord. Under present terms of the order 
a fullv regulated plant under another 
Federal order which also meets the pool¬ 
ing standards of this order and which 
makes greater distribution in the Ohio 
Valley marketing area is not regulated 
under this order until the second consec¬ 
utive month in which it makes such 
greater distribution. 

A federation of cooperatives, which 
represent a substantial majority of pro¬ 
ducers under the order, proposed that a 
regulated plant under another Federal 
order that also qualifies as a pool plant 
under this ord*r continue to be pooled 
under such other order unless its route 
disposition in the Ohio Valley marketing 
area was more than in the marketing 
area of the other order in the current, 
month as well as in the two immediately 
preceding months. In effect, such a plant 
would not be pooled under this order 
until it had more sales in the Ohio Valley 
marketing area for three consecutive 


FEDERAL REGISTER, VOL 41, NO. 163—FRIDAY, AUGUST 20, 1976 






PROPOSED RULES 


35195 


months (rather than the two consecutive 
month requirement now provided in the 

order). 

In addition to proponent's testimony, 
the Kroger Company, which operates a 
plant in Indianapolis that has been qual¬ 
ifying as a pool plant in the same month 
under both the Indiana and Ohio Valley 
orders, supported the proposal. Cooper¬ 
atives supplying Kroger’s Indianapolis 
plant, and which represent a substantial 
majority of producers under the Indiana 
order, also supported the proposal. 

The proposal was made to implement 
the continued pooling of the Kroger plant 
in Indianapolis under the Indiana order 
where it has been pooled since inception 
of that order in 1961. In recent years, 
based on its route disposition in the mar¬ 
keting areas of the Indiana and Ohio 
Valley orders, it has qualified each month 
as a pool plant under both orders. In 

1975, of the total route disposition from 
the plant, an average of 33 8 percent per 
month was made in the Indiana market¬ 
ing area and 29.6 percent in the Ohio 
Valley marketing area. However, in some 
months (June 1975 and March and April 
1976) its sales in the Ohio Valley mar¬ 
keting area were greater than in the In¬ 
diana marketing area. (Official notice 
is taken of the fact that a proposed sus¬ 
pension notice was issued on June 22, 

1976. for the month of July 1976. Because 
of opposition the action was not con- 
sumated. however. Thus, it is reasonable 
to presume that the plant also had 
greater sales in the Ohio Valley market 
in the month of June 1976 and antici¬ 
pated greater sales there in July 1976.) 

In June 1975, despite its greater sales 
in the Ohio Valley marketing area, the 
Kroger plant remained pooled under the 
Indiana order. This resulted because the 
Ohio Valley order does not pool such a 
plant until the second consecutive month 
in which sales in its marketing area are 
more than in the marketing area of the 
other order. 

When more sales were made in the 
Ohio Valley marketing area than in the 
Indiana marketing area for two succes¬ 
sive months. March and April 1976, the 
Kroger plant was pooled under the In¬ 
diana order in April as a result of sus¬ 
pension action under the Ohio Valley 
order that action was taken by the De¬ 
partment at the request of cooperatives 
representing a substantial majority of 
the producers under both the Indiana 
and Ohio Valley orders. 

The spokesman for Kroger stated that 
it watches closely the sales from the 
Kroger plant in both the Indiana and 
Ohio Valley marketing areas to insure 
the plant’s continuing regulation under 
the Indiana order. He suggested that 
the greater sales in some months in the 
Ohio Valley marketing area were gener¬ 
ally unexpected. The spokesman further 
stated that Kroger expected to monitor 
jts sale more closely in the future to 
^ having more distribution each 
month from Its Indianapolis plant into 
th* marketing area than into 

iv 0 Valle y marketing area. He 
urged however, that the Ohio Valley 


pooling provisions be modified to require 
that a plant have more sales in the Ohio 
Valley marketing area than in the mar¬ 
keting area of another order for three 
consecutive months before it becomes 
pooled under the Ohio Valley order. He 
held that this amendment was needed as 
an additional safeguard to Insure the 
plant’s continued pooling under the 
Indiana order. 

The federation of cooperatives repre¬ 
senting Ohio Valley producers and the 
cooperatiyes representing Indiana order 
producers contended that without such 
a requirement (three consecutive months 
of greater sales in the Ohio Valley mar¬ 
keting area for pooling a plant under the 
Ohio Valley order) the shifting back and 
forth between the two orders of the 
Kroger plant in Indianapolis would be 
disruptive to the maintenance of orderly 
marketing conditions. 

Both the Ohio Valley and Indiana or¬ 
ders contain “Louisville plan” provisions 
with April-July the takeout months 
and September-December the payback 
months. If the Kroger plant were pooled 
under the Ohio Valley order in a single 
takeout month, the money thus withheld 
for producers supplying the Kroger plant 
in Indianapolis (and who are regularly 
associated with the Indiana market) 
would be included in the set aside under 
the Ohio Valley order. This, the coopera¬ 
tive claimed, would result in undue en¬ 
hancement of the Louisville plan pay¬ 
back under the Ohio Valley order and, 
conversely, in an undue reduction of the 
payback under the Indiana order in the 
fall months. According to proponent co¬ 
operative. the aberration in producer 
prices in the takeout months under 
Louisville ;)lans that would result under 
the Ohio Valley and Indiana orders would 
result in gross inequities to producers. 

A Louisville plan is adopted to encour¬ 
age a uniform milk supply throughout 
the year. In theory, it encourages in¬ 
creased production for the market in 
the months of seasonally low production 
and discourages production in the normal 
flush production months. This is accom¬ 
plished by retaining specified amounts 
of pool proceeds during the flush produc¬ 
tion months for distribution to those pro¬ 
ducers delivering milk to the market 
during the short production months. No 
producer is required to Associate with 
any designated plant or order in any 
specified month or months as a precon¬ 
dition for sharing in the takeout money 
for his deliveries under an order during 
the payback months. The fact that a 
producer (or group of producers) was 
associated with a particular market dur¬ 
ing some month(s) when a Louisville 
plan takeout was in effect and potentially 
would be associated with another market 
during the payback months is not an 
appropriate basis for predetermination of 
the order under which the plant to which 
he delivers his milk should be pooled. 

Ideally, a plant should be pooled under 
that order regulating the market in 
which such plant had its greater sales 
during the month. In this way all han¬ 
dlers having their principal sales In a 


market are subject to the same prices and 
other regulatory provisions as their main 
competitors. 

Notwithstanding, it must be recognized 
that as a result of an unanticipated loss 
or gain of a sales outlet during a month 
a plant having essentially equal sales in 
two regulated markets could uninten¬ 
tionally ahd unavoidably shift regulation 
from one order to another. It is for this 
reason that lock-in provisions have been 
adopted so that when the shift in sales 
volume was totally unexpected, the han¬ 
dler operating the plant would have op¬ 
portunity to take prompt remedial action 
to insure continuing regulation in the 
plant’s normal market. 

The present provisions in the Ohio 
Valley order prescribing the pooling of a 
plant that is also qualified under another 
order only after the second consecutive 
month in which it has greater sales in 
the Ohio Valley marketing area is a rea¬ 
sonable and appropriate basis for meet¬ 
ing this problem. A handler reasonably 
should be able to monitor his distribution 
on a day-to-day basis in situations where 
substantial sales are made in two mar¬ 
kets. Under any circumstances he must 
be fully aware of his exact distribution 
pattern by the time of filing monthly re¬ 
ports of receipts and utilization, which 
in the Indiana and Ohio Valley orders 
are the 8th day and the 6th day, respec¬ 
tively. after the end of the month. This 
provides reasonable time in the second 
month for a handler to adjust his busi¬ 
ness to protect against inadvertent pool¬ 
ing in other than his normal market. 
Except for the Kroger plant in Indian¬ 
apolis, no plant qualified as a pool plant 
under the Ohio Valley order based on 
route disposition in the marketing area 
likewise qualifies in the same month as 
a pool plant under another order. 

In addition to its Indianapolis plant, 
Kroger operates a plant at Springdale, 
Ohio, which has continuously been a 
fully regulated plant under the Ohio 
Valley order. It also operates fully regu¬ 
lated plants under the St. Louis-Ozarks, 
Southern Michigan and Texas orders. 
Milk from these plants is distributed over 
wide areas. It was gratuitously suggested 
at the hearing that the Indianapolis 
plant could be kept pooled under the 
Indiana order by transferring some route 
dispositon in the Ohio Valley marketing 
area to the Springdale plant, thereby re¬ 
ducing its sales in the Ohio Valley mar¬ 
keting area relative to its sales in the 
Indiana marketing area. 

The record is quite clear that Kroger 
is fully aware that its Indianapolis plant 
has had, and without appropriate con¬ 
trols prospectively will continue to have, 
the greater proportion of its sales in Ohio 
Valley in many months. Nevertheless, it 
wishes the plant to continue to be pooled 
in Indiana and has Indicated it will take 
any necessary action to insure this end. 
It urges the adoption of the three-month 
provision in Ohio Valley in lieu of the 
present two months to implement its 
operations in this regard. This is not the 
kind of situation that the lock-in provi¬ 
sion was adopted to accommodate. 
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It is recognized that the shifting of 
the Kroger plant back and forth between 
the two orders could be disruptive. Never¬ 
theless, the precarious position of the 
plant in this regard is clearly evident to 
the handler and he has had reasonable 
time (since April 1976) to implement the 
operational adjustments that appropri¬ 
ately must be made to keep the plant 
pooled under the Indiana order. 

It is readily apparent that the plant’s 
primary sales area is increasingly in 
Ohio. Permitting the plant to remain 
pooled under the Indiana order until it 
had greater sales in each of three succes¬ 
sive months under the Ohio Valley order 
could only implement manipulation of 
the operation on every third month to 
the end that even though the plant’s 
sales were greater in the Ohio Valley 
market eight months of each year it 
nevertheless would remain pooled under 
the Indiana order. It cannot be concluded 
on the basis of this record that this plant, 
which prospectively will have more sales 
in the Ohio Valley market, is more ap¬ 
propriately associated with and should 
be pooled under the Indiana order, where 
it prospectively will have the lesser sales. 
Amendment of the order in the manner 
requested to better accommodate the 
handler in implementation of continuing 
regulation in Indiana would tend to un¬ 
dermine the integrity of regulation. 

Jf, as seems apparent, it is the belief 
of Kroger and cooperatives supplying the 
Indiana and Ohio Valiev markets that 
the Indianapolis plant should be pooled 
under the Indiana order notwithstanding 
its greater sales in the Ohio Valley mar¬ 
ket, then it is evident that some more 
appropriate means be found to accom¬ 
plish this end. This necessarily would 
need to be more fully explored under 
another proceeding. In the meantime, 
since Kroger has indicated that it will 
monitor the distribution from its Indian¬ 
apolis plant to insure that it has great¬ 
er monthly sales in the Indiana market¬ 
ing area than in t>.e Ohio Valley market¬ 
ing area, it is likely that the plant can 
continue to pool under the Indiana or¬ 
der under the existing provisions of the 
respective orders. The present Ohio Val¬ 
ley order provision (whereby the Indian¬ 
apolis plant would be pooled under the 
Ohio Valiev order only when its sales in 
the Ohio Valley marketing area exceed¬ 
ed those in the Indiana marketing area 
for two consecutive months) provides 
the necessary flexibility for Kroger to 
avoid unintentional pooling under the 
Ohio Valley order and at the same time 
provides appropriate safeguards to pro¬ 
tect the interests of producers and pool 
plant operators under both orders. 

Notwithstanding the above conclusion, 
the order language prescribing the con¬ 
ditions for pooling a plant qualified as a 
pool plant under Ohio Valley and an¬ 
other order in a month when more sales 
were made in the Ohio Valley marketing 
area should be clarified. Such a plant is 
now pooled under the Ohio Valley order 
only if it had more sales in the Ohio 
Valley marketing area than in the mar¬ 
keting area of the other order in both 


the current month and the preceding 
month. 

Under the order language, however. It 
could be construed that the greater sales 
referred to relates to the total combined 
sales for a two-month period rather than 
to sales in each month, respectively. The 
order language should be modified to 
make clear that the reference is to the 
greater fluid milk sales in each such 
month. 

In the proponent’s exceptions to the 
recommended decision it cited the three- 
month lock-in provision in the Indiana 
order as an appropriate lock-in provision 
and as a compelling reason for adopting 
the proponent’s lock-in proposal for the 
Ohio Valley order. Under the Indiana 
order a plant that qualifies under that 
order and another order in the same 
month wouM be pooled under the Indiana 
order in the first month in which it has 
more sales in the Indiana marketing 
area than in the marketing area of the 
other order. If such a plant had more 
sales in the marketing area of the other 
order in the months immediately follow¬ 
ing, it would continue to be pooled under 
the Indiana order until the third con¬ 
secutive month in which its sales were 
greater in the other marketing area. 

Instead of pooling a plant that quali¬ 
fies under Ohio Valley and another order 
in the first month it had more sales in 
the Ohio Valley marketing area (as 
under the Indian order) the proposal 
here considered would not pool the plant 
under Ohio Valley until the plant’s sales 
were greater than in the marketing area 
of the other order for three consecutive 
months. Moreover, in any month such a 
plant had more sales in the Indiana mar¬ 
keting area, irrespective of the number 
of immediately preceding consecutive 
months it had greater sales in the Ohio 
Valley marketing area, it would be pooled 
under the Indiana order for that month. 

The record evidence provides no basis 
for concluding that the existence of the 
Indiana order lock-in provision, which 
is deemed appropriate for that market, 
is a Justifiable reason to adopt the com¬ 
pletely different lock-in provisions pro¬ 
posed for the Ohio Valley order, as sug¬ 
gested by the exceptor. 

Rulings on Proposed Findings and 
Conclusions 

Briefs and proposed findings and con¬ 
clusions were filed on behalf of certain 
interested parties. These briefs, proposed 
findings and conclusions and the evi¬ 
dence in the record were considered in 
making the findings and conclusions set 
forth above. To the extent that the sug¬ 
gested findings and conclusions filed by 
Interested parties are inconsistent with 
the findings and conclusions set forth 
herein, the requests to make such find¬ 
ings or reach such conclusions are denied 
for the reasons previously stated in this 
decision. 

General Findings 

The findings and determinations here¬ 
inafter set forth are supplementary and 
in addition to the findings and determi¬ 
nations previously made in connection 


with the issuance of the aforesaid order 
and of the previously issued amend¬ 
ments thereto; and all of said previous 
findings and determinations are hereby 
ratified and affirmed, except insofar as 
such findings and determinations may 
be in conflict with the findings and deter¬ 
minations set forth herein. 

(a) The tentative marketing agree¬ 
ment and the order, as hereby proposed 
to be amended, and all of the terms and 
conditions thereof, will tend to effectu¬ 
ate the declared policy of the Act; 

(b) The parity prices of milk as deter¬ 
mined pursuant to section 2 of the Act 
are not reasonable in view of the price of 
feeds, available supplies of feeds, and 
other economic conditions which affect 
market supply and demand for milk in 
the marketing area, and the minimum 
prices specified in the tentative market¬ 
ing agreement and the order, as hereby 
proposed to be amended, are such prices 
as will reflect the aforesaid factors, in¬ 
sure a sufficient quantity of pure and 
wholesome milk, and be in the public in¬ 
terest; and 

(c) The tentative marketing agree¬ 
ment and the order, as hereby proposed 
to be amended, will regulate the handling 
of milk in the same manner as, and will 
be applicable only to persons in the re¬ 
spective classes of industrial and com¬ 
mercial activity specified in, a marketing 
agreement upon which a hearing has 
been held. 

Rulings on Exceptions 


In arriving at the findings and con¬ 
clusions, and the regulatory provisions of 
this decision, each of the exceptions re¬ 
ceived was carefully and fully considered 
in conjunction with the record evidence. 
To the extent that the findings and con¬ 
clusions, and the regulatory provisions of 
this decision are at variance with any of 
the exceptions, such exceptions are here¬ 
by overruled for the reasons previously 
stated in this decision. 

Marketing Agreement and Order 


Annexed hereto and made a part hereof 
are two documents, a Marketing Agree¬ 
ment regulating the handling of milk, 
and an Order amending the order reg¬ 
ulating the handling of milk in the Ohio 
Valley marketing area which have been 
decided upon as the detailed and appro¬ 
priate means of effectuating the fore¬ 
going conclusions. 

It is hereby ordered , That this entire 
decision, except the attached marketing 
agreement, be published in the Federal 
Register. The regulatory provisions oi 
the marketing agreement are identical 
with those contained in the order ^ 
hereby proposed to be amended by tn e 
attached order which is published v.r. 
this decision. 


etermination op Producer Aproval and 
Representative Period 

June 1976 Is hereby determined to be 
ie representative period for the purp 
* ascertaining whether the issuance or 

ie order, as amended and as her y 
roposed to be amended, regulating 
andling of milk in the Ohio Valley mar- 
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keiing area is approved or favored by 
producers, as defined under the terms of 
the order (as amended and as hereby 
proposed to be amended), who during 
such representative period were engaged 
in the production of milk for sale within 
the aforesaid marketing area. 

Signed at Washington, D.C., on Au¬ 
gust 17,1976. 

Richard L. Feltner, 
Assistant Secretary . 

Order 1 amending the order , regulating 
the handling of milk in the Ohio 
Valley marketing area 

Findings and Determinations 


the Ohio Valley marketing area shall be 
in conformity to and in compliance with 
the terms and conditions of the order, as 
amended, and as hereby amended, as 
follows: 

The provisions of the proposed market¬ 
ing agreement and order amending the 
order contained in the recommended de¬ 
cision issued by the Deputy Administra¬ 
tor on July 20, 1976, and published in the 
Federal Register on July 23. 1976 (41 
FR 30345) shall be and are the terms 
and provisions of this order, amending 
the order, and are set forth in full here¬ 
in. 

In § 1033.56. paragraph (a) is revised 
as follows: 


useful lives of depreciable assets and to 
provide the procedures to be followed 
when a change in the estimated useful 
life is necessary. Paragraph (c) of 
I 405.415 would be amended to delete 
the last sentence. That sentence would be 
incorporated in § 405.415(b) (7). Section 
405.415(f) would be revised to clarify and 
expand the existing procedures for com¬ 
puting gains and losses on the disposal 
of assets. The revision would describe 
the various types of disposal recognized 
under the Medicare program, and would 
provide for the proper computation and 
treatment of gains and losses in deter¬ 
mining reasonable costs. For example, 
the policy pertaining to losses resulting 
from the demolition or abandonment of 
depreciable assets would be revised to 
preclude the immediate payment of sub¬ 
stantial losses flowing from the prema¬ 
ture and voluntary disposal of deprecia¬ 
ble assets. Under the proposed policy, 
such losses would be capitalized as a de¬ 
ferred charge and amortized over the 
useful life of the replacement asset. How¬ 
ever. where the demolition or abandon¬ 
ment is approved by the State Health 
Planning and Development Agency, then 
the loss would be capitalized as a de¬ 
ferred charge and amortized over the 
remaining life of the demolished or 
abandoned asset regardless of replace¬ 
ment. Under Pub. L. 93-641, section 
1513(g) and section 1523 (a)(6) and 
(b)(3), the health system agency and 
the State health planning and develop¬ 
ment agency will periodically review and 
make recommendations and findings on 
the appropriateness of existing institu¬ 
tional health services. Such appropriate¬ 
ness review and findings may encourage 
facilities to close down or phase out cer¬ 
tain operations, which may result in the 
demolition or abandonment of deprecia¬ 
ble assets. Since the replacement of such 
assets may not be consistent with the 
health systems plan of the health serv¬ 
ice area, the proposed policy does not 
require replacement of the demolished 
or abandoned assets. 

In accordance with section 1861 (v) (1) 
of the Social Security Act. the Medicare 
program reimburses providers for the 
reasonable cost of all necessary and 
proper expenditures which are appro¬ 
priate and helpful in developing and 
maintaining the operations of patient 
care facilities and activities. Consistent 
with this requirement, an appropriate 
allowance for depreciation is an allow¬ 
able cost under the Medicare program 
based upon the depreciable basis and 
estimated useful life of the patient care 
asset. When a disposal of an asset oc¬ 
curs, no further depreciation may bo 
taken on the asset, and the gains and 
losses provisions under § 405.415(f) are 
applied to assure that reimbursement is 
limited to actual cost associated with 
the utilization of that asset. Where de¬ 
preciable assets are voluntarily and pre¬ 
maturely disposed of by means of demo¬ 
lition or abandonment, the ultimate sal¬ 
vage value Is effectively reduced to near 
zero worth and could result in a sizable 
loss on disposal to be treated as a depre¬ 
ciation adjustment in computing al- 


The findings and determinations here¬ 
inafter set forth are supplementary and 
in addition to the findings and deter¬ 
minations previously made in connec¬ 
tion with the issuance of the aforesaid 
order and of the previously issued 
amendments thereto: and all of said 
previous findings and determinations are 
hereby ratified and affirmed, except in¬ 
sofar as such findings and determina¬ 
tions may be in conflict with the find¬ 
ings and determinations set forth here¬ 
in. 

(a) Findings. A public hearing was 
held upon certain proposed amendments 
to the tentative marketing agreement 
and to the order regulating the handling 
of milk in the Ohio Valley marketing 
area. The hearing was held pursuant to 
the provisions of the Agricultural Mar¬ 
keting Agreement Act of 1937, as 
amended (7 U.S.C. 601 et seq.), and the 
applicable rules of practice and proce¬ 
dure (7 CFR Part 90). 

Upon the ‘oasis of the evidence intro¬ 
duced at such hearing and the record 
thereof, it is found that: 

(1) The said order as hereby amended, 
and all of the terms and conditions 
thereof, will tend to effectuate the de¬ 
clared policy of the Act: 

(2) The parity prices of milk, as de¬ 
termined pursuant to section 2 of the 
Act, are not reasonable in view of the 
price of feeds, av3 liable supplies of feeds, 
and other economic conditions which af¬ 
fect market supply and demand for milk 
in the said marketing area, and the min¬ 
imum prices specified in the order as 
bfreby amended, are such prices as will 
reflect the aforesaid factors, insure a 
sufficient quantity of pure and whole¬ 
some milk, and be in the public Interest; 
and 

(3) The said order as hereby amended 
regulates the handling of milk in the 
same manner as, and is applicable only 
to persons in the respective classes of in¬ 
dustrial or commercial activity specified 
m, a marketing agreement upon which 
a hearing has been held. 

Order relative to handling. It is there¬ 
fore ordered that on and after the effec¬ 
tive date hereof the handling of milk in 


This order shall not become effective un- 
Jf. 33 and until the requirements of S 900.14 
, e rules of practice and procedure gov- 
proc€ed lng3 to formulate marketing 
^ eements and marketing orders bavo been 


§ 1033.56 Plants subject to oilier Fed¬ 
eral orders, 

(a) Except as specified in § 1033.31 and 
in paragraph (b) of this section, the pro¬ 
visions of this pnrt shall not apply to a 
distributing plant or a supply plant dur¬ 
ing any month in which the milk at such 
plant would be subject to the classifica¬ 
tion and pricing provisions of another 
order issued pursuant to the Act. unless 
the plant Is qualified as a pool plant pur¬ 
suant to § 1033.12 during the current 
month and the immediately preceding 
month and a greater volume of fluid milk 
products, except filled milk, is disposed 
of in each, such month from such plant 
as route disposition in the Ohio Valley 
marketing area and to pool plants quali-_ 
fied on the basis of route disposition in 
the Ohio Valley marketing area than is 
disposed of from such plant as route dis¬ 
position in the marketing area regulated 
pursuant to the other order and to plants 
qualified as fully regulated plants un¬ 
der such other order on the basis of route 
disposition in its marketing area. 

* • • • • 

(FR Doc.76-24532 Filed 8-19-76:8:45 am] 


DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 

Social Security Administration 
[ 20 CFR Part 405 ] 

(Regulations No. 51 

FEDERAL HEALTH INSURANCE FOR 
THE AGED AND DISABLED 

Principles of Reimbursement for Provider 
Costs; Depreciation: Allowance for De¬ 
preciation Based on Asset Costs 

Notice is hereby given, pursuant to the 
Administrative Procedure Act (5 U.S.C. 
553), that the amendments to Subpart 
D of Regulations No. 5 set forth in tenta¬ 
tive form below are proposed by the 
Commissioner of Social Security, with 
the approval of the Secretary of Health, 
Education, and Welfare. The proposed 
amendments would clarify and expand 
existing policy for determining the use¬ 
ful lives of depreciable assets used lr the 
provision of patient care services under 
Medicare. They also would provide for 
the proper determination and treatment 
of gains and losses on the disposal of as¬ 
sets. Paragraph (b) (7) would be added 
to § 405.415 to clearly delineate the 
proper procedures for determining the 
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lowable costs. When a provider inten¬ 
tionally destroys or abandons a produc¬ 
tive and valuable asset, it would be 
inequitable for the Medicare program to 
immediately reimburse the provider for 
the unused value if such asset could have 
been utilized in the provision of patient 
care services. Accordingly, where a pro^ 
vlder unilaterally decides to demolish or 
abandon Its patient care assets, without 
the concurrence of its State health 
planning and development agency, it 
would be inconsistent with the reim¬ 
bursement of reasonable cost to include 
the entire loss in the year of disposal 
where the loss is substantial, since that 
loss is not related to the cost of services 
rendered in that year. The full recog¬ 
nition of such losses in the year of dis¬ 
posal would also tend to encourage the 
demolition or abandonment of patient 
care assets at the expense of the Medi¬ 
care program, and could encourage the 
cessation of the provider’s participation 
in the program once the loss has been 
recovered. The book value remaining at 
the time of demolition or abandonment 
is not expended in the provision of pa¬ 
tient care services, but has been lost 
due to the action taken by the provider. 
Such unilateral action should not be 
relatively free of cost to the provider. 
Since the provider made its decision 
from among the alternative uses avail¬ 
able, without participation from health 
planning and development agencies, the 
undepreciated cost remaining at the time 
the asset is voluntarily and prematurely 
destroyed is actually a part of the pro¬ 
vider’s total investment in the delivery 
of future services. Therefore, such 
losses should only be recognized where 
the demolished or abandoned asset is 
replaced by another patient care asset 
and amortized over the useful life of 
the replacement asset. 

In enacting the provisions of Pub. L. 
93-641, Congress found that the massive 
infusion of Federal funds into the exist¬ 
ing health care system has contributed 
to inflationary increases in the cost of 
health care and has failed to produce 
an adequate supply or distribution of 
health resources. In recognition of the 
magnitude of these problems and the 
urgency placed on their solution, it is 
the purpose of Pub. L. 93-641 to facili¬ 
tate the development of recommenda¬ 
tions for a national health planning pol¬ 
icy. and to augment areawide and State 
planning for health services, manpower, 
and facilities. Since the functions of the 
health system agency and the State 
health planning and development agency 
include the restraint of increases in the 
cost of providing health services and the 
prevention of unnecessary duplication 
of health resources, such functions en¬ 
hance the provision of patient care serv¬ 
ices and are consistent with the intent 
of provider reimbursement policy under 
the Medicare program. Accordingly, 
where the demolition or abandonment of 
patient care assets is approved by the 
State health planning and development 
agency, the Medicare program shall con¬ 
sider the disposal to be consistent with 


the health services requirements of the 
health service area with respect to plan¬ 
ning and development. Since there 
would be a negative economic incentive 
for a provider to voluntarily comply with 
the recommendations of the health 
planning and development agency if the 
loss on the demoli hed or abandoned 
asset is amortized over the life of the 
replacemnt asset, the Medicare program 
will permit the loss to be recovered over 
the remaining life of the demolished or 
abandoned asset. If replacement of the 
asset is not in the best interest of 
sound health planning in the health serv¬ 
ice area, the Medicare program will also 
benefit through the reduction of cost 
associated with the nonreplacement of 
the a~set. 

Paragraph (e) of § 405.460 would be 
amended to conform to Subpart R of 
this part. Subpart R provides that, if the 
proper criteria in Subpart R are met. a 
provider shall make his request for a 
hearing to the Provider Reimbursement 
Review Board, rather than the interme¬ 
diary, as presently provided by para¬ 
graph (e) of § 405.460. This provision 
unintentionally limited the submission 
of hearing requests to the intermediary 
only. 

Prior to the final adoption of the pro¬ 
posed amendments to the regulations, 
consideration will be given to any data, 
views, and comments pertaining thereto 
which are submitted in writing in tripli¬ 
cate to the Commissioner of Social Se¬ 
curity, Department of Health, Educa¬ 
tion, and Welfare, P.O. Box 1585, Balti¬ 
more, Maryland 21203, on or before 
October 4,1976*__ 

Copies of all comments received in re¬ 
sponse to this notice will be available for 
public inspection during regular business 
hours at the Washington Inquiries Sec¬ 
tion. Office of Information, Social Se¬ 
curity Administration. Department of 
Health, Education, and Welfare, North 
Building, Room 4146, 330 Independence 
Avenue. SW., Washington, D.C. 20201. 

(Secs. 1102. 1814(b). 1815, 1861(v)(l). and 
1871 of the Social Security Act, 49 Stat. 647, 
as amended, 79 Stat. 294, as amended. 79 
Stat. 297, as amended. 79 Stat. 322, as 
amended, and 79 Stat. 331, 42 U.S.C 1302, 
1395f(b), 1395g. 1395x(v)(l). and 1395hh.) 
(Catalog of Federal Domestic Assistance 
Program No. 13.800, Health insurance for the 
Aged—Hospital Insurance^ 

Dated: January 19, 1976. 

J. B. Cardwell, 
Commissioner of Social Security. 

Approved: August 13, 1976. 

Marjorie Lynch, 

Acting Secretary of Health, 
Education , and Welfare. 

Part 405 of chapter III of title 20 of 
the Code of Federal Regulations (Regu¬ 
lations No. 5 of the Social Security Ad¬ 
ministration) : as amended, is further 
amended as set forth below: 

1. In § 405.415, a new paragraph (b) 
(7) is added and paragraphs (c) and <f) 
are revised to read as follows: 


§405.415 Depreciation: Allowance for 
depreciation based on asset costs. 

• • • # • 

(b) • • • 

(7) Useful life. The estimated useful 
life of a depreciable asset is its normal 
operating or service life in terms of util¬ 
ity to the provider subject to the provi¬ 
sions in paragraph (b) (7) (i) of this sec¬ 
tion. Some factors to be considered in 
determining useful life include normal 
wear and tear, obsolescence due to nor¬ 
mal economic and technological advan¬ 
ces, climatic and other local conditions, 
and the provider’s policy for repairs and 
replacement. 

(1) Initial selection of useful life. In 
selecting a proper useful life for comput¬ 
ing depreciation under the health insur¬ 
ance program, providers are expected to 
utilize the useful life guidelines pub¬ 
lished by the American Hospital Associa¬ 
tion or the Internal Revenue Service. A 
different useful life may be approved by 
the intermediary if the provider’s re¬ 
quest Is based on convincing reasons and 
is properly supported with acceptable 
factors which affect the determination 
of useful life. However, such factors as 
an expected earlier sale, retirement, 
demolition, or abandonment of an asset 
may not enter into a determination of 
the expected useful life of an asset. 

<ii) Changing useful life. A change in 
the estimated useful life may be neces¬ 
sary when clear and convincing evidence 
justifies a redetermination of the initial 
selection. Such a change must be ap¬ 
proved by the intermediary in writing 
prior to its adoption, and the factors 
cited in paragraphs (b)(7) and (b)(7) 
(1) of this section are enuaflv apnlicable 
in making such redeterminations of use¬ 
ful life. If the request is properlv ap¬ 
proved. the change is effective with the 
reporting year immediately following the 
year in whteh the request is approved. 
• * • • • 

(c) Recording of depreciation. Appro¬ 
priate recording of depreciation includes 
the identification of the depreciable as¬ 
sets in use, the assets’ historical costs, 
the method of depreciation, estimated 
useful lives, and the assets’ accumulated 
depreciation. 

• • • • • 

(f) Gains and losses on disposal of as¬ 
sets. (1) General. —Depreciable assets 
may be disposed of through sale, scrap¬ 
ping, trade-in, exchange, demolition. 
abandonment, condemnation, fire, theft, 
or other casualty. When the disposal of a 
depreciable asset occurs, no further de¬ 
preciation may be taken on the asset and 
a gain or loss on the disposition shall be 
determined. The determination of 
whether a gain or loss has occurred and 
the treatment of the gain or loss depend 
upon the manner of disposition of tne 
asset. 

(2) Bona fide sale or scrapping .—<»' 
Gains and losses realized from the bona 
fide sale or scrapping of depreciable as¬ 
sets used in the provision of patient care 
services are includable in the determina¬ 
tion of allowable cost under the heaiui 
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insurance program. For purposes of this 
section, scrapping refers to the disposi¬ 
tion of tangible personal properties 
which are no longer useful for their in¬ 
tended purpose, and are only salable for 
their scrap or junk value. The extent to 
which such gains and losses are includ¬ 
able in the determination of allowable 
cost is calculated on a prorated basis, 
recognizing the amount of depreciation 
charged under the health insurance pro¬ 
gram in relation to the amount of de¬ 
preciation, if any, charged or incurred in 
a period prior to the provider’s participa¬ 
tion in the health insurance program. 

(ii) Where the total amount of gains 
or losses prorated to years under the 
health insurance program does not ex¬ 
ceed $5,000 within the cost-reporting pe¬ 
riod, or where the provider’s cumulative 
utilization under title XVIII of the Act is 
less than 5 percent, the entire amount of 
gains or losses realized from the sale 
shall be allowed as a depreciation adjust¬ 
ment in the year of disposal. For pur¬ 
poses of this section, the provider's 
cumulative title XVHI utilization per¬ 
centage is determined by comparing the 
cumulative total of title XVIII covered 
days for all reporting periods in which 
depreciation on the asset disposed of was 
claimed under the health insurance pro¬ 
gram to the cumulative total of inpatient 
days in the facility (certified only) for 
the same reporting periods. 

'iii> Where the conditions discussed 
In paragraph (f)(2) <ii) of this section 
are not met, the total amount of gains 
or losses prorated to years under the 
health insurance program shall be allo¬ 
cated to each reporting period, based on 
the ratio of the total depreciation al¬ 
lowed on the disposed assets in each re- 
jx>rting period to the total depreciation 
applicable to such assets for all report¬ 
ing periods under the health insurance 
program. The adjustment to reimburs¬ 
able cost is then c omp uted by applying 
the ratio of title XVTTI reimbursable cost 
to total allowable cost for each period to 
the allowable portion of the gains or 
losses for that reporting period. The sum 
or the adjustments determined for each 
reporting period is treated as an adjust¬ 
ment to reimbursable cost in the year in 
which the asset is disposed of. 

<iv> If a gain Is realized on the dis- 
°* a depreciable asset, recognition 
°i the gain for purposes of determin¬ 
ing allowable cost is limited to the 
amount of depreciation accumulated for 
the asset under the health insurance 
program. If a provider sells more than 
a ,*? sefc * or a lun *P-sum sales price, 
yne allocation of the sales price among 
rfJ /arious assets sold shall be pro¬ 
rated in accordance with the appraised 
, 1Ti r market value of the assets as they 
^ Used by Provider at the 
vii!? , a16 ' The appraised fair market 
4 Ai ™. assets shall generally be de- 
by a rec °S n ized independent 
and 5Uch appraisal shall be 
intermediary for review 
conn^ P ?u Va1 ’ Where the transaction 
conn*!??? ***? sale of a facility which is 
gotvwm 118 ^ operatlon » the amount of 
Kooawui or other intangibles purchased 


must be determined and deducted from 
the sales price prior to the allocation. 

(3) Sale within 1 year of termina¬ 
tion. —Gains and losses realized from a 
bona fide sale of depreciable assets with¬ 
in 1 year immediately following the date 
on which the provider terminates partic¬ 
ipation in the health insurance pro¬ 
gram are also includable in the deter¬ 
mination of allowable cost. When the 
s&le takes place within 1 year imme¬ 
diately following such termination, the 
procedure provided in paragraph (f) (2) 
of this section shall be used in deter¬ 
mining the adjustment to reimbursable 
cost. However, the inclusion of such 
gains and losses is calculated on a pro¬ 
rated basis, recognizing the amount of 
depreciation charged under the health 
insurance program in relation to the 
amount charged or incurred in the pe¬ 
riods before and after the provider’s 
participation in the health insurance 
program. If a gain is realized on the dis¬ 
posal of a depreciable asset, recognition 
of the gain for purposes of determining 
allowable cost is limited to the amount 
of depreciation accumulated for that as¬ 
set under the health insurance program. 
The recognition of gains and losses re¬ 
sulting from the disposal of depreciable 
assets within 1 year immediately follow¬ 
ing termination is limited to the sale of 
assets, and does not apply to other man¬ 
ners of disposal. Where several assets 
are sold for a lump-sum sales price, the 
procedure provided in paragraph (f>(2) 
of this section shall be used for prorating 
the sales price. However, the determina¬ 
tion of fair market value shall be based 
on the appraised value of the assets as 
they were last used by the provider while 
under the health insurance program. 

(4) Exchange or trade-in .—Gains or 
losses realized from the exchange or 
trade-in of depreciable assets are not 
recognized in the determination of al¬ 
lowable cost. When the disposition of an 
asset is by means of exchange or trade- 
in, the historical cost of the new asset 
is the sum of the undepreciated balance 
of the old asset and the additional cash 
•or other assets transferred or to be 
transferred to acquire the replacement 
asset. However, w r here the old asset was 
acquired by the provider before Its par¬ 
ticipation in the health insurance pro¬ 
gram, and the sum of the undepreciated 
balance and the cash or other assets 
transferred or to be transferred exceed 
the list price, then the historical cast of 
the new asset Is limited to the list price 
of the new asset. 

(5) Demolition or abandonment .— 
Losses resulting from the demolition or 
abandonment of depreciable assets are 
generally includable in the determina¬ 
tion of allowable cost on a deferred basis 
only. However, where the allowable loss 
in any cost-reporting period does not 
exceed $5,009, the entire amount shall 
be included in allowable cost in the year 
in which the loss is incurred. To be recog¬ 
nized as an allowable cost where the 
amount of the loss exceeds $5,000, in the 
net loss realized must be capitalized as 
a deferred charge, and amortized over 
the estimated subsequent useful life of 


the replacement asset. This loss shall 
not be recognized if the provider fails to 
replace the asset. However, if the State 
health and planning development agency 
designated under section 1521 of the 
Public Health Service Act, as amended 
by Pub. L. 93-641 approves the demoli¬ 
tion or abandonment of a depreciable as¬ 
set as being consistent with the health 
systems plan of the health service area 
in which the provider is located, then 
any net loss realized must be capitalized 
as a deferred charge and amortized over 
the remaining life of the demolished or 
abandoned asset, regardless of replace¬ 
ment. Where replacement of the asset is 
required, and the replacement asset 
ceases to be used in the provision of pa¬ 
tient care services, or the provided ter¬ 
minates its participation in the health 
insurance program, the unamortized de¬ 
ferred charge remaining at that time 
shall not be allowed in determining al¬ 
lowable cost under the health insurance 
program. For purposes of this section, 
the time of disposal is the date on which 
the assets cease to be used in the provi¬ 
sion of patient care services. 

(6) Involuntary conversion. —Gains 
and lasses realized from the involuntary 
conversion of depreciable assets, such as 
condemnation, fire, theft, or other casu¬ 
alty, are generally includable in the de¬ 
termination of allowable cost on a de¬ 
ferred basis. However, looses resulting 
from a provider’s imprudent manage¬ 
ment of its depreciable assets, such as 
the failure to obtain proper insurance 
coverage, are not includable in the deter¬ 
mination of allowable cost. Where the 
provider maintains a prudent manage¬ 
ment program to safeguard its assets, 
and the net loss allowable in anv cost¬ 
reporting period exceeds $5,000. the loss 
must be capitalized as a deferred charge 
and ^mortized over the useful life of the 
replacement or restored asset. If the pro¬ 
vider fails to replace or restore the as¬ 
set, then none of the loss is includable 
in determining allowable cost. If the re¬ 
placement asset ceases to be used in the 
provision of patient care services, or the 
provider terminates its participation in 
the health insurance program, the un¬ 
amortized deferred charge remaining at 
that time shall not be allowed in deter¬ 
mining allowable cost under the health 
insurance program. Where the allowable 
loss in anv cost-reporting period does not 
exceed $5,000, the entire amount shall 
be Included in allowable cost in the vear 
in which the loss is incurred. If a gain is 
realized from an involuntary conversion 
of depreciable assets, the net amount 
realized shall reduce the basis of the re¬ 
stored or replacement asset. Where the 
asset is not restored or replaced, the gain 
shall be treated in accordance with para¬ 
graph (f) (2) of this section, 

(7) Effect on equity capital .—The un¬ 
recovered loss entered on the books of the 
provider as a deferred charge, in ac¬ 
cordance with paragraphs (f) (5) and 
(f) (6) of this section, is not includable 
in the computation of equity capital un¬ 
der § 405.429. 
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(8) Sale of replacement or restored 
assets. —Where a subsequent sale of the 
replacement or restored asset occurs 
while the provider is participating in the 
health insurance program, or within 1 
year immediately following the date on 
which the provider terminates its par¬ 
ticipation in the health insurance pro¬ 
gram, the unrecovered loss entered on 
the books of the provider as a deferred 
charge, in accordance with paragraphs 
(f)(5) ^nd (6) of this section, may not 
be included in the gain or loss of deter¬ 
mination. However, if the sale of such 
assets is made to a related organization, 
as defined in 8 405.427, and the purchas¬ 
ing organization continues as a provider 
in the health insurance program, the re¬ 
maining deferred charge representing the 
unrecovered depreciable basis of the de¬ 
stroyed asset shall continue to be amor¬ 
tized over the remaining expected 
useful life of the replacement or restored 
asset. Where the sale is made to an un¬ 
related organization, further amortiza¬ 
tion of the deferred charge is no allowed. 
* • • • • 

2. Paragraph (e) of $ 405.460 is 
amended to read as follows: 

§ 405.460 Limitation* on coverage of 
coats. 

• • • • • 

<e) Provider rights to review. A request 
by a provider for review of the determi¬ 
nation of an intermediary concerning 
classification for. exceptions to, or ex¬ 
emptions from the cost limits Imposed 
under the provisions of this section shall 
be made under the provisions of Subpart 
R of this Part 405. 

• • • • • 

IFR Doc.76-24467 Plied 8-19-76,8:45 am) 


DEPARTMENT OF LABOR 

Occupational Safety and Health 
Administration 

[ 29 CFR Part 1910 ] 

[Docket No. H-017] 

EXPOSURE TO COKE OVEN EMISSIONS 

Availability of Environmental Impact 
Statement 

The purpose of this notice is to an¬ 
nounce that the final environmental im¬ 
pact statement (EIS) for a proposed 
standard on occupational exposure to 
coke oven emissions is available for 
public inspection and copying. 

On September 9. 1975, (40 FR 41797) 
pursuant to 29 CFR 1999.3(d). the Occu¬ 
pational Safety and Health Administra¬ 
tion (OSHA), U.S. Department of Labor, 
announced its intention to prepare an 
EIS assessing the impact of the proposed 
standard regulating exposure to coke 
oven emissions (40 FR 32268) in accord¬ 
ance with section 102 of the National 
Environmental Policy Act of 1969 (42 
U.S.C. 4332) which requires the prepara¬ 
tion of an EIS on major actions signifi¬ 
cantly affecting the quality of the human 
environment. In that notice, OSHA also 
invited the submission of data and infor¬ 
mation on the possible environmental 
impact of the proposed standard. 

Pursuant to 29 CFR 1999.4 (a)-(d), a 
draft EIS was prepared and ten copies 
were forwarded to the Council on En¬ 
vironmental Quality (Council) on Octo¬ 
ber 17, 1975. The Council announced the 
receipt and availability of the draft EIS 
on October 24. 1975 (40 FR 49818). In 
addition, the draft EIS was circulated for 
comment in accordance with 29 CFR 
1999.4(e). (f). By accompanying letter 
dated October 23, 1975, OSHA solicited 


comment and information concerning 
the environmental impact. 

An informal rulemaking hearing which 
began November 4, 1975 and which ad¬ 
journed January 8, 1976, was held. At 
this hearing, environmental impact was 
an issue, as had been stated (40 FR 
32277) in the July 31. 1975 publication of 
the proposed standard and announce¬ 
ment of the scheduling of the hearing. A 
second informal public hearing (notice 
of hearing 41 FR 10625 and 41 FR 12716) 
was held from May 4 through May 10, 
1976 during which information on en¬ 
vironmental Impact was also elicited. 
The posthearing submission and com¬ 
ment periods closed on May 21 and June 
21, 1976 respectively, and the record of 
the entire rulemaking proceeding was 
certified by the presiding Administrative 
Law Judge on July 28, 1976. 

The final EIS has been prepared and is 
available for public inspection and copy¬ 
ing at the following address: 

Technical Data Center. Occupational Safety 
and Health Administration, US. Depart¬ 
ment of Labor, Room N3620, 3rd Street 
and Constitution Avenue, Washington, 
D.C. 20210, 202-523-8076. 

Ten copies of the final EIS will be for¬ 
warded to the Council which will pub¬ 
lish a notice thereof in the Federal Reg¬ 
ister. OSHA’s announcement of avail¬ 
ability of the final EIS is intended to pro¬ 
vide notice to all interested parties ad¬ 
ditional to that given by the Council. 
Furthermore, copies of the final EIS will 
be sent to the appropriate parties in ac¬ 
cordance with 29 CFR 1999.5(d)-(e). 

Signed at Washington, D.C., this 16th 
day of August 1976. 

Morton Corn, 
Assistant Secretary of Labor. 
[PR Doc.76-24638 FUed 8-19-76:8:45 am] 
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DEPARTMENT OF DEFENSE 

Department of the Air Force 

USAF SCIENTIFIC ADVISORY BOARD 
Meeting 

August 11, 1976. 

The USAF Scientific Advisory Board 
ad hoc Committee on Tactical Electronic 
Warfare will hold meetings on Septem¬ 
ber 15-16. 1976 from 9:00 a.m. to 5:00 

p.m. 

The Committee will hold classified dis¬ 
cussions and working sessions to discuss 
and complete a final draft report on the 
tactical electronic warfare study. 

The meeting concerns matters listed 
in Section 552(h) of Title 5, United 
States Code, specifically subparagraph 
( 1 ) thereof, and that accordingly the 
meetings will be closed to the public. 

For further information contact the 
Scientific Advisory Board Secretariat at 
(202) 697-8404. 

Frankie S. Estep. 

Air Force Federal Register Liai¬ 
son Officer . Directorate of Ad¬ 
ministration. 

|FR Doc.76-24401 Piled 8-19-76;8:45 am] 


Department of the Army 

ARMED FORCES INSTITUTE OF PATHOL¬ 
OGY, SCIENTIFIC ADVISORY BOARD 

Meeting 

In order to comply with Section 10(a) 
(2) of the Federal Advisory Committee 
Act (Pub. L. 92—463), notice is hereby 
given of the meeting of the Armed Forces 
Institute of Pathology’s Scientific Ad¬ 
visory Board, September 16-17, 1976, 
0830 hours In the Director’s Conference 
Room. Armed Forces Institute of Pathol¬ 
ogy. Washington, D.C. 20306. This meet¬ 
ing will be open to the public. 

The proposed agenda will include pro¬ 
fessional discussion of the mission of 
the Armed Forces Institute of Pathology 
relating to consultation, education, and 
research. The Executive Secretary from 
whom sustantive program information 
may be obtained Is Colonel Alfred P. 
Urquia, Acting Executive Officer. Armed 
Forces Institute of Pathology. Washing¬ 
ton, D.C. 20306, telephone 576-2900. 

Dated: August 10,1976. 

For the Director. 

Joseph R. Henry, 
Captain. MSC , USA, Adjutant. 

IFR Doc. 76-24402 Filed 8-19-76:8:45 ami 


CHIEF OF ENGINEERS ENVIRONMENTAL 
ADVISORY BOARD 

Meeting 

In accordance with Pub. L. 92-463, no¬ 
tice is hereby given that the next meet¬ 
ing of the Environmental Advisory Board 
(EAB) of the Chief of Engineers will be 
held on 9 September 1976 at the Office 
of the Chief of Engineers, Forrestal 
Building, room 5A092. 10th and Inde¬ 
pendence Ave., Washington, D.C. 20314. 
All sessions of the meeting are open to 
the public. Time and subjects of each 
session follow: 

9 September 
a.m. SESSION 

9:00 Opening remarks. 

9:30 Civil Works Update. 

10:45 National Environmental Trends 
1976-1986; Activities and Oppor¬ 
tunities for the Corps of Engi¬ 
neers. 1976-1980. 

P.M. SESSION 

1:30 Discussion of EAB Report. 

3:30 Adjourn. 

Seating in the meeting room is limited 
to approximately 20 persons. Persons de¬ 
siring further information should con¬ 
tact Lt. Col. John R. Hill, Jr., Assistant 
Director of Civil Works, Environmental 
Programs, Office of the Chief of Engi¬ 
neers, telephone (202) 693-7093. 

The EAB. consisting of five members, 
will conduct a workshop session on .8 
September, room 4A242, Forrestal Build¬ 
ing, to prepare for their report to be de¬ 
livered during the plenary session on 9 
September. There will be no formal dis¬ 
cussions or presentations during this 
workshop session. Interested members of 
the public will, however, be permitted to 
observe this workshop session. Interested 
persons should contact Lt. Col. Hill as 
cited above. 

John R. Hill, Jr., 
LTC. Corps of Engineers, Assist¬ 
ant Director of Civil Works, 
Environmental Programs . 

IFR Doc.76-24609 Filed 8-19-76:8:45 ami 

DEPARTMENT OF THE INTERIOR 
Bureau of Land Management 
MONTANA STATE OFFICE 
Redelegation of Authority by State Director 

1. Pursuant to the authority contained 
in Part I section 1.1(a) of Bureau Order 
No. 701 of July 23, 1964, as amended, au¬ 
thority is hereby redelegated to the fol¬ 


lowing employees to perform the func¬ 
tions listed below: 

A. Chief, Division of Management 
Services, is authorized to take all actions 
under the following part: 

Part I-Sec. 1.2(c), 1.2(g), 1.3(b), 1.3 
(c) and 1.4(a)(4). 

B. Chief, Division of Technical Serv¬ 
ices, is authorized to take all actions un¬ 
der the following part: 

Part I-Sec. 1.2(g), 1.2(j>, 1.3(b) and 
1.4(a) (1). (2) and (3). 

The Chief, Division of Technical 
Services may in his discretion, person¬ 
ally exercise any authority hereby dele¬ 
gated to the Chief, Branch of Lands and 
Minerals Operations, and Chief, Branch 
of Cadastral Survey, 

C. Within their respective areas of re¬ 
sponsibility, the District Managers in 
the State of Montana are authorized to 
take all actions under the following 
parts: 

Part I-Sec. 1 . 3 (a). 1.2(d), 1.2(g), 1.2 
(h), and l.2(D. 

Part I-Sec. 1.2(j)—Take all actions 
for the protection from fire (prevention, 
presuppression, and suppression) of the 
public lands under the jurisdiction of the 
Bureau of Land Management, including 
authority to enter into contracts and co¬ 
operative agreements with Federal, 
State, county, municipal, and private 
fire control organizations. 

Part I-Sec. 1.9(g)—to make sales of 
material other than forest products not 
exceeding $5,000 in value and issue free 
use permits for materials other than for¬ 
est products not exceeding $5,000 in 
value. 

The District Manager may designate, 
by written order, any qualified employee 
of the various staff offices to perform 
the functions of the Chief of a Division 
or Area Manager in case of the absence 
of the Division Chief, or Area Manager. 

D. Within their respective areas of re¬ 
sponsibility, District Office Chief, Divi¬ 
sion of Operations, are authorized to 
take all actions under the following 
parts: 

Part I-Sec. 1.2(j)—To take all actions 
for the protection from fire (prevention, 
presuppression, and suppression) of the 
public lands under the jurisdiction of the 
Bureau of Land Management. 

Part IH-Sec. 3.2(b). 3.6(m) and 3.6 
(n). 

E. Within their respective areas of re¬ 
sponsibility. District Office Chiefs. Divi¬ 
sion of Administration, are authorized to 
take all actions under the following 
part: 

Part Hi-Sec. 3.2(c). 3.3(a), 3.3(b) and 
3.3(c). 
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F. Within their respective areas of re¬ 
sponsibility, Area Managers are author¬ 
ized to take all actions under the follow¬ 
ing parts: 

Part I-Sec. 1.2(i). 

Part I-Sec. 1.2(j)—To take all actions 
for the protection from fire prevention, 
presuppression and suppression of the 
public lands under the jurisdiction of the 
Bureau of Land Management. 

Part I-Sec. 1.9(g)—to make sales of 
material other than forest products not 
exceeding $ 1,000 in value and issue free 
use permits for materials other than for¬ 
est products not exceeding $ 1,000 in val¬ 
ue. 

Part Ill-Sec. 3.2(b), 3.3(b), 3.6(m), 
3.6(n), 3.7(b), 3.7(c), 3.7(d), 3.7(e), 3.7 
(f),3.9(g), 2 , 9 ( 0 ) and 3.9(z). 

Part ni-Sec. 3.3(d)—Determine liabil¬ 
ity for trespass on the public lands when 
actual damages do not exceed $1,000. Ac¬ 
cept payment in full irrespective of 
amount. Dispose of resources recovered 
in trespass cases for not less than the 
appraised value thereof. 

Part in-Sec. 3.7(a)(1), (2) and (3). 

Part in-Sec. 3.8(a)—Disposition of 
forest products except sales of timber in 
excess of 1 , 000,000 feet board measure. 

G. Within their respective areas of re¬ 
sponsibility, Detached Resource Area 
Headquarters Area Managers, in addi¬ 
tion to the authority given in paragraph 
F, are authorized to take all actions un¬ 
der the following part: 

Part Ill-Sec. 3.2(c) and 3.3(a). 

H. Chief, Branch of Lands and Min¬ 
erals Operations, in the Division of Tech¬ 
nical Services: 

( 1 ) is authorized to take actions on 
the matters listed in Part n-A. 

( 2 ) may redelegate that authority 
vested in him by this delegation to any 
qualified employee under his jurisdiction. 
Any order or redelegation must specify 
the extent of and limitations on the 
grant of authority, be approved by the 
State Director, and published in the Fed¬ 
eral Register. 

( 3 ) may, by written order, designate 
any qualified employee of the Branch 
to perform the functions of his position 
in his absence. Such order will be ap¬ 
proved by the Chief, Division of Tech¬ 
nical Services. 

I. (1) Chief, Minerals Adjudication 
Section, in the Branch of Lands and Min¬ 
erals Operations, is authorized to take 
all actions under the following part: 

Part H-Sec. 2.2(b), 2.3(a), 2.6(a), 2.6 
(e). 2 . 6 (f). 2 . 6 (g), and 2 . 6 ( 1 ). 

(2) Chief. Lands Adjudication Section, 
in the Branch of Lands and Minerals 
Operations, is authorized to take all ac¬ 
tions under the following part: 

Part n-Sec. 2.2(b), 2.3(a), 2.9(a). 2.9 
(b). 2.9(c), 2.9(d), 2.9(e), 2.9(f), 2.9(h), 
2.9(i), 2.9(j), 2.9(k), 2.9(1), 2.9(m), 2.9 
(n), 2.9(p), 2.9(q), 2.9(r), and 2.9(s). 

(3> The stated Section Chiefs may, 
by written order, designate any quali¬ 
fied employee of his section to perform 
the functions of his position in an act¬ 
ing capacity in his absence. Such order 
must be approved by the Chief, Branch 
of Lands and Minerals Operations. 


J. Chief, Branch of Cadastral Survey 
in the Division of Technical Services, is 
authorized to take all actions under the 
following part: 

Part I-Sec. 1.4(a) (1) and (3). 

K. Chief, Branch of Records and Data 
Management in the Division of Manage¬ 
ment Services is authorized to take all 
actions under the following part: 

Fart H-Sec. 2.2(c), 2.3(c) and 2.4(a) 

(4). 

2. All previously published-orders of 
redelegation pursuant to the authority 
of Bureau Order 701, as amended, which 
pertain to the positions of employees in 
Montana identified in paragraphs A, B, 
C, D, E, F, G, H, I, J, and K herein and 
w T hich are inconsistent with this order 
are hereby cancelled and superseded. 

Dated: August 11,1976. 

Kannon Richards, 
Acting State Director. 

Approved: August 11,1976. 

George C. Turcott, 

Associate Director . 

(FR Doc.76-24359 Filed 8-19-76:8:45 ami 


Geological Survey 

KNOWN GEOTHERMAL RESOURCES AREA 
Coso Hot Springs, California 

Pursuant to the authority vested in 
the Secretary of the Interior by Sec. 
21(a) of the Geothermal Steam Act of 
1970 (84 Stat. 1566, 1572; 30 U.S.C. 
1020 ), and delegations of authority in 
220 Departmental Manual 4.1 H. Geo¬ 
logical Survey Manual 220.2.3, and Con¬ 
servation Division Supplement (Geologi¬ 
cal Survey Manual) 220.2.1 G, the fol¬ 
lowing described lands are hereby de¬ 
fined as an addition to the Coso Hot 
Springs known geothermal resources 
area effective February 1,1974: 

(5) California 

COSO HOT SPRINGS KNOWN GEOTHERMAL RE¬ 
SOURCES AREA, MT. DIABLO MERIDIAN, CALI¬ 
FORNIA 

T. 21 S.. R. 37 E., 

Secs. 27. 34. 35, 36—All. 

T. 22 S.. R. 37 E.. 

Secs. 1.2. 3.12—AIL 

The area described aggregate 5,120 
acres, more or less. 

Dated: June2,1976. 

Hillary A. Oden, 

Acting Conservation Manager, 
Western Region . 

(FR Doc.76-24405 Filed 8-19-76;8:45 amj 


National Park Service 

(Order 78, Amdt. 2) 

DIRECTOR, NATIONAL CAPITAL PARKS 
Delegation of Authority 

Order No. 78, approved April 13, 1973, 
and published in the Federal Register 
of April 27. 1973 (38 FR 10477), a a 
amended, set forth in Section 1 the ex¬ 
ceptions on delegations of authority and 
in Section 2 certain limitations on redele¬ 
gation of authority. 


Section 1 Delegation is hereby amend¬ 
ed by deleting paragraph (15) Authority 
to approve the use of a Government- 
owned or leased motor vehicle between 
domicile and place of employment. 

Section 2. Redelegation is amended by 
adding paragraph (5) as follows: 

Section 2. Redelegation. • • • 

(5) Authority to approve the use of a 
Government-owned or leased motor ve¬ 
hicle between domicile and place of em¬ 
ployment may be redelegated only to the 
Associate Director, Administration in the 
National Capital Parks, and may not be 
redelegated. 

(205 DM, as amended: 215DM, as amended; 
sec. 2 of Reorganization Plan No. 3 of I960.) 

Dated: August 13, 1976. 

Gary Everhardt. 

Director 

National Park Service. 

|FR Doc.76 24475 Filed 8-19-76:8:45 am) 


(Order 8t. Amdt. 2) 

MANAGER, DENVER SERVICE CENTER 
Delegation of Authority 

Order No. 84, a^rroved April 8. 1974. 
and published in the Federal Register of 
April 18. 1974 (39 FR 13904), f\s amended, 
set forth in Section 1 the exceptions on 
delegations of authority and in Section 
2 certain limitations on redelegation of 
authority. 

Section 1. Delegation is hereby 
amended by de’etlng paragraph (17) 
Authority to arprove the use of a Gov¬ 
ernment-owned or leased motor vehicle 
between domicile and place of employ¬ 
ment. 

Section 2. Redelegation is amended as 
follows: 

8 ection 2. Redelegation. (1) * * * 

(2) Authority to approve the use of a 
Government-owned or leased motor 
vehicle between domicile and place of 
employment may not be redelegated. 

(205 DM. as am?nded: 245 DM. as amended 
sec. 2 of Reorganization Plan No. 3 of 1950.) 

Dated: August 13,1976. 

Gary Everhardt, 

Director, 

National Park Service 

(FR Doc.76-24477 Filed 8-19-76:8:45 am) 


(Order 83. Amdt 2) 

MANAGER, HARPERS FERRY CENTER 


Delegation of Authority 

Order No. 83, approved April 8 , 1974. 
and published in the Federal Register or 
April 18, 1974 (39 FR 13905), as amend¬ 
ed, set forth in Section 1 the exceptions 
on delegations of authority and in Sec¬ 
tion 2 certain limitations on redelega- 


Jons of authority. ^ , 

Section 1 Delegation is hereby amena- 
*i by deleting paragraph (17> Authority 
o approve the use of a Governing - 
>wned or leased motor vehicle betwe* 
lomicile and place of employment. 

_anipnr f d 




follows: 
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Section 2. Redelegation. (1) • * • 

(2) Authority to approve the use of a 
Government-owned or leased motor 
vehicle between domicile and place of 
eployment may be redelegated only to 
the Assistant Manager, Administration, 
Harpers Ferry Center, and may not be 
redelegated. 

(205 DM, as amended: 245 DM, as amended; 
sec. 2 of Reorganization Plan No. 3 of 1960.) 

Dated; August 13, 1976. 

Gary Everhardt, 

Director , 

National Park Service. 
(PR Doc.76-24478 Piled 8-19-76:8:45 am] 


(Order 77. Amdt. 7( 

REGIONAL DIRECTORS 
Delegation of Authority 

Order No. 77. approved February 27, 
1973. and published in the Federal Regis¬ 
ter of March 22. 1973 (38 FR 7478). as 
amended, set forth in Section 1 the ex¬ 
ceptions on delegations of authority and 
in Section 2 certain limitations on re- 
delegation of authority. 

Section 1. Delegation is hereby 
amended by deleting paragraph (15) Au¬ 
thority to approve the use of a Govern¬ 
ment-owned or leased motor vehicle be¬ 
tween domicile and place of employment. 

Section 2. Redelegation is amended by 
adding paragraph (5i as follows: 

Section 2. Redelegation. • • • 

(5) Authority to approve the use of a 
Government-owned or leased motor ve¬ 
hicle between domicile and place of em¬ 
ployment may be redelegated only to 
the Associate Regional Director, Admin¬ 
istration. in the Regional Office, and may 
not be redelegated. 

(205 DM, a a amended: 245 DM, as amended; 
sec. 2 oX Reorganization Plan No. 3 of 1950.) 

Dated: August 13,1976. 


Gary Everhardt, 

Director, 

National Park Service . 

I PR Doc. 76-24476 Piled 8-19-76; 8:45 am) 

department of agriculture 

Farmers Home Administration 

(Notice of Designation Number A362J 

WISCONSIN 

Designation of Emergency Areas 

♦ ft Th « e Secretar y of Agriculture has de¬ 
termined that farming, ranching, oi 
aquaculture operations have been sub- 
stantlally affected In Iron County. Wis- 

iSSalu* 8 a resu]t °f drought. July 1 
yi5 « through September 1. 1975. 

nJt?f r ^ ore * the Secretary has deslg- 
lnon? this area ^ eli 8ible for emergency 
to Provisions of the 
^onsoudated Farm and Rural Deveiop- 

amen ded by Public Law 
-ob, and the provisions of 7 CFR 1832.- 
0) including the recommendation oi 


Governor Patrick J. Lucey that such 
designation be made. 

Applications for emergency loans must 
be received by this Department no later 
than October 5, 1976, for physical losses 
and May 9, 1977, for production losses, 
except that qualified borrowers who re¬ 
ceive initial loans pursuant to this desig¬ 
nation may be eligible for subsequent 
loans. The urgency of the need for loans 
In the designated area makes it imprac¬ 
ticable and contrary to the public inter¬ 
est to give advance notice of proposed 
rulemaking and invite public participa¬ 
tion. 

Done at Washington, DC, this 13th 
day of August 1976. 

Joseph R. Hanson, 

Actini 7 Administrator, 
Farmers Home Administration. 

(PR Doc.76-24396 Piled 8-19-76;8:45 am) 


Forest Service 

LAND USE PLAN WEST KOOTENAI 
PLANNING UNIT 

Availability of Final Environmental 
Statement 

Pursuant to Section 102(2) (c) of the 
National Environmental Policy Act of 
1969, the Forest Service, Department of 
Agriculture, has prepared a final envi¬ 
ronmental statement for the Land Use 
Plan—West Kootenai Planning Unit, 
Forest Service Report Number USDA- 
FS-R1 (14) -DES-Adm-76-6. 

The environmental statement con¬ 
cerns the proposed implementation of a 
revised Land Use Plan for the West 
Kootenai Planning Unit, Rexford Ranger 
District. Kootenai National Forest. Lin¬ 
coln County, Montana. About 68,976 
acres of National Forest land are af¬ 
fected. The planning unit is divided into 
9 subunits of similar resource potential 
and limitations to management. Signifi¬ 
cant values, management direction, and 
specific statements to guide land man¬ 
agement have been developed for each 
subunit. 

This final environmental statement 
was transmitted to CEQ on August 12, 
1976. 

Copies are available for inspection 
during regular working hours at the 
following locations: 

USDA, Forest Service. South Agriculture 
Bldg., Room 3230. 12th St. St Independence 
Ave.. S.W.. Washington. D.C. 20250. 

USDA. Forest Service. Northern Region. Fed¬ 
eral Building, Missoula. MT 59801. 

USDA, Forest Service. Kootenai National 
Forest. P.O. Box AS. Ubby. MT 59923. 
USDA. Forest Service. Eureka Ranger Station, 
Eureka. MT 59917. 

A limited number of single copies are 
available upon request to: 

USDA. Forest Service. Kootenai National 
Forest. P.O. Box AS. Libby. MT 59923 
USDA. Forest Service. Eureka Ranger Station, 
Eureka. MT 69917. 

Copies of the environmental statement 
have been sent to various Federal, State, 


and local agencies as outlined in the 
CEQ guidelines. 

David R. Howard, 
Acting Forest Supervisor, 
Kootenai National Forest, 
Northern Region, Forest 
Service. 

(FR Doc.76-24358 Filed 8-19-76;8:45 am] 


Rural Electrification Administration 

TRI STATE GENERATION AND TRANS¬ 
MISSION ASSOCIATION, INC., DENVER. 

COLORADO 

Proposed Loan Guarantee 

Under the authority of Public Law 93- 
32 (87 ST AT. 65) and in conformance 
with applicable agency policies and pro¬ 
cedures as set forth in REA Bulletin 20-22 
(Guarantee of Loans for Bulk Power 
Supply Facilities), notice is hereby given 
that the Administrator of REA will con¬ 
sider providing a guarantee supported by 
ths full faith and credit of the United 
States of America for a loan in the ap¬ 
proximate amount of $16,731,000 to Tri- 
State Generation And Transmission As¬ 
sociation. Inc., of Denver. Colorado. 
These loan funds will be used to finance 
a project consisting of two 50 MW gas 
turbines and related facilities. 

Legally organized lending agencies 
capable of making, holding and servicing 
the loan proposed to be guaranteed mey 
obtain information on the proposed 
project, including the engineering and 
economic feasibility studies and the pro¬ 
posed schedule for the advances to the 
borrower of the guaranteed loan funds 
from Mr. William Mickey, General Man¬ 
ager, Tri-State Generation And Trans¬ 
mission Association. Inc., P.O. Box 291*98, 
Denver, Colorado. 80229. 

In order to be considered, proposals 
must be submitted (within 30 days from 
the date of this notice) to Mr. Mickey. 
The right is reserved to give such con¬ 
sideration and make such evaluation or 
other disposition of all proposals re¬ 
ceived. as Tri-State and REA deem ap¬ 
propriate. Prospective lenders are advised 
that the guaranteed financing for this 
project is available from the Federal 
Financing Bank under a standing agree¬ 
ment with the Rural Electrification Ad¬ 
ministration. 

Copies of REA Bulletin 20-22 are avail¬ 
able from the Director. Information 
Services Division. Rural Electrification 
Administration. U.S. Department of 
Agriculture. Washington. D.C. 20250. 

Dated at Washington, D.C., this 11th 
day of August, 1976. 

David H. Askegaard, 
Acting Administrator. 

(PR Doc.76-24229 Filed 8-19-76:8:46 am] 


SUNFLOWER ELECTRIC COOPERATIVE, 
INC. 

Final Environmental Impact Statement 

Notice is hereby given that the Rural 
Electrification Administration has pre- 
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pared a Final Environmental Impact 
Statement in accordance with Section 
102(2) (C) of the National Environmen¬ 
tal Policy Act of 1969, in connection with 
a request for a loan guarantee from the 
Rural Electrification Administration for 
Sunflower Electric Cooperative, Inc., P.O. 
Box 980, 401 First National Bank Build¬ 
ing, Hays. Kansas 67601, to finance a 50 
megawatt combustion turbine at the 
Garden City Power Plant, Garden City, 
Kansas. 

Additional information may be secured 
on request, submitted to Mr. Richard F. 
Richter, Assistant Administrator—Elec¬ 
tric, Rural Electrification Administra¬ 
tion, U.S. Department of Agriculture, 
Washington, D.C. 20250. The Final En¬ 
vironmental Impact Statement may be 
examined during regular business hours 
at the offices of REA in the South Agri¬ 
culture Building, 12th Street and Inde¬ 
pendence Avenue, S.W., Washington, 
D.C., Room 4310, or at the borrower ad¬ 
dress indicated above. 

Final REA action with respect to this 
matter (including any release of funds) 
may be taken after thirty (30) days, but 
only after REA has reached satisfactory 
conclusions with respect to its environ¬ 
mental effects and after procedural re¬ 
quirements set forth in the National 
Environmental Policy Act of 1969 have 
been met. 

Dated at Washington, D.C., this 23d 
day of July 1976. 

David H. Askecaard. 

Acting Administrator , 

Rural Electrification Administration. 

|FR Doc.76-24320 Filed 8-19-76;8:45 am] 


TRI-COUNTY ELECTRIC ASSOCIATION, 
INC., SUNDANCE, WYOMING 

Draft Environmental Impact Statement 

Notice is hereby given that the Rural 
Electrification Administration has pre¬ 
pared a Draft Environmental Impact 
Statement in accordance with Section 
102(2X0 of the National Environmen¬ 
tal Policy Act of 1969. in connection with 
a proposed loan application from the 
Rural Electrification Administration for 
Tri-County Electric Association, Inc., 
Box 457, Sundance. Wyoming 82729. to 
finance approximately 59 miles of 230 
kV transmission line from Wyodak to 
Antelope and the new Reno substation 
all in the State of Wyoming. 

Additional information may be se¬ 
cured on request, submitted to Mr. 
Richard F. Richter, Assistant Adminis¬ 
trator—Electric, Rural Electrification 
Administration. U.S. Department of Ag¬ 
riculture, Washington. D.C. 20250. Com¬ 
ments are particularly invited from 
State and local agencies which are au¬ 
thorized to develop and enforce environ¬ 
mental standards, and from Federal 
agencies having jurisdiction by law or 
special expertise with respect to any en¬ 
vironmental impact involved from which 
comments have not been requested spe¬ 
cifically. 


Copies of the REA Draft Environmen¬ 
tal Impact Statement have been sent to 
various Federal, State, and local agen¬ 
cies, as outlined in the Council on En¬ 
vironmental Quality Guidelines. The 
Draft Environmental Impact Statement 
may be examined during regular business 
hours at the offices of REA in the South 
Agriculture Building, 12th Street and 
Independence Avenue, S.W., Washing¬ 
ton. D C., Room 4310. or at the borrow¬ 
er's address indicated above. 

Comments concerning the environ¬ 
mental impact of the construction pro¬ 
posed should be addressed to Mr. Richter 
at the address given above. Comments 
must be received within sixty (60) days 
of the date of publication of this notice 
to be considered in connection with the 
proposed action. 

Final REA action with respect to this 
matter (including any release of funds) 
will be taken only after REA has reached 
satisfactory conclusions with respect to 
its environmental effects and after pro¬ 
cedural requirements set forth in the 
National Environmental Policy Act of 
1969 have been met. 

Dated at Washington, D.C., this 4th 
day of August 1976. 

David H. Askegaard. 
Acting Administrator , Rural 
Electrification Administration. 

[FR Doc.76-24397 Filed 8-19-76;8:45 am] 


DEPARTMENT OF COMMERCE 

Domestic and International Business 
Administration 

CORNELL UNIVERSITY 

Notice of Decision on Application for 

Duty-Free Entry of Scientific Article 

The following is a decision on an ap¬ 
plication for duty-free entry of a sci¬ 
entific article pursuant to Section 6(c) of 
the Educational, Scientific, and Cultural 
Materials Importation Act of 1966 (Pub¬ 
lic Law 89-651, 80 Stat. 897) and the 
regulations issued thereunder as amend¬ 
ed (15CFR 301). 

A copy of the record pertaining to this 
decision is available for public review 
during ordinary business hours of the 
Department of Commerce, at the Office 
of Import Programs, Department of 
Commerce, Washington, D.C. 20230. 

Docket Number: 76-00419. Applicant: 
Cornell University, Bard Hall, Ithaca, 
New York, 14853. Article: Rotaflex 12 kW 
Rotating Anode X-ray Generator, RU- 
200. Manufacturer: Rigaku Ltd., Japan. 
Intended use of article: Hie article is in¬ 
tended to be used to perform X-ray dif¬ 
fraction studies of the structure of grain 
boundaries in thin gold bicrystals. 

Comments: No comments have been 
received with respect to this application. 
Decision: Application approved. No in¬ 
strument or apparatus of equivalent sci¬ 
entific value to the foreign article, for 
such purposes as this article is intended 
to be used, is being manufactured in the 
United States. Reasons: The foreign ar¬ 
ticle provides a focused spot of minimal 
size (0.5 x 1 mm*) and a rotating target 


for maximum x-ray beam intensity. The 
National Bureau of Standards (NBS> 
advises in its memorandum dated July 
26. 1976 that the capabilities described 
above are pertinent to the purposes for 
which the article is intended to be used. 
NBS also advised that it knows of no do¬ 
mestic instrument of equivalent scien¬ 
tific value to the foreign article for such 
purposes as the article is intended to be 
used. 

The Department of Commerce knows 
of ho other instrument or apparatus of 
equivalent scientific value to the foreign 
article, for such purposes as this article 
is intended to be used, which is being 
manufactured in the United States. 

(Catalog of Federal Domestic Assistance Pro¬ 
gram No. 11.105, Importation of Duty-Five 
Educational and Scientific Materials.) 

Richard M. Seppa, 
Director, 

Special Import Programs Division. 

[FR Doc.76-24399 Filed 8-19-76;8:45 am| 


STANFORD UNIVERSITY 


Notice of Decision on Application for 
Duty-Free Entry of Scientific Article 


The following is a decision on an ap¬ 
plication for duty-free entry of a scien¬ 
tific article pursuant to Section 6(c) of 
the Educational, Scientific, and Cultural 
Materials Importation Act of 1966 (Pub¬ 
lic Law 89-651, 80 Stat. 897) and the reg¬ 
ulations issued thereunder as amended 


(15CFR301). 

A copy of the record pertaining to this 
decision is available for public review 
during ordinary business hours of the 
Department of Commerce, at the Office 
of Import Programs, Department of 
Commerce, Washington, D.C. 20230. 

Docket Number: 75-00500-33-77030. 
Applicant: Stanford University. 820 
Quarry Road. Palo Alto, California 
94304. Article: NMR Spectrometer. 
Model HX360. Manufacturer: Spectro- 
spin AG. Switzerland. Intended use of 
article: The article is intended to be 
used in NMR studies to decipher in de¬ 
tail the structural rearrangement in the 
repressor protein, which underlies the 
mechanism of depression of a gene and 
thereby gain further insight into (a) the 
molecular mechanism of genetic control 
and (b) the mechanisms of protein fold¬ 
ing. The article will also be used for 
highly specialized training at the post¬ 
doctoral level only as it requires a very 
high degree of expert knowledge and 


skii!. ^ , . 

Comments: Comments dated June>4. 
1975 have been received from Varian As¬ 
sociates Instrument Division, Palo Alto, 
California (Varian). Varian alleges inter 
alia that the Model SC- 360 , which is 
being manufactured in the United States 
on a custom-made basis, is of 
scientific value to the foreign article lor 
the purposes for which the article is 
tended to be used. 

Decision: Application approved. No in¬ 
strument or apparatus of equivalent sc 
entifle value to the foreign article was 
being manufactured In the United S 
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at the time the foreign article was or¬ 
dered (March 15,1973). 


Reasons: This application is a resub- 
inission of Docket Number 74-00512-33- 
77030 which was denied without prejudice 
to resubmission on October .15, 1974 for 
informational deficiencies.- The foreign 
article provides the highest possible mag¬ 
netic field, i.e., 8.5 tesla (T), consistent 
with homogeneity suitable for nuclear 
magnetic resonance (NMR) experiments 
on a custom-made basis. At the time of 
order Varian offered the Model SC-360 
on a custom-made basis. The 8.5 T field 
strength represents the highest value, 
compatible with other requirements of 
stability and resolution in the NMR. that 
could be achieved with the technology 
existing In 1972. The National Bureau of 
Standards (NBS) and the Department of 
Health, Education, and Welfare HEW) 
advises in their memoranda dated Jan¬ 
uary 30. 197G and November 17, 1975, re¬ 
spectively, that (1) at the time of order 
several 8.5 T magnets suitable for NMR 
had been successfully Luilt by Oxford 
Instruments and the foreign manufac¬ 
turer had agreed to use the Oxford mag¬ 
net in its own NMR system (HX-360) 
and (2) Varian had demonstrated noth¬ 
ing higher than 7.1 T and had not 
agreed to use a magnet other than one 
of its own manufacture. 


In addition, HEW advises that (1) 
Varian introduced the first high resolu¬ 
tion NMR superconducting magnet, the 
HR-220 ( l H resonance at 220 MHz), 
about 10 years ago and later sold a higher 
field version of the same instrument, the 
HR-300; (2) although some improve¬ 
ments were incorporated over the years, 
the basic technology used for the magnet 
(which defines its size, shape and certain 
critical operating parameters) remained 
virtually the same; (3) Oxford Instru¬ 
ments did indeed have a sound basis for 
guaranteeing performance and delivery 
of an 8.5 T magnet in the Fall of 1972, 
whereas Varian really had only the older 
technology magnets plus a hope of de¬ 
veloping something better: (4) Oxford 
provided detailed specifications on Au¬ 
gust ll, 1972 and the foreign manufac¬ 
turer followed up with detailed specifica¬ 
tions and quotations for the entire spec¬ 
trometer system (including an 8.5 T mag¬ 
net from Oxford instruments) on Oc¬ 
tober 12, and 18, 1972 In contrast Varian 
at the same time (October 13. 1972) pre¬ 
sented 18 different options stated to “pro¬ 
voke thought and argument * and slated 
not to represent a commitment by Varian, 
and (5) the preponderance of evidence 
is that Varian could not deliver a suitable 
magnet within a reasonable time (HEW 
also states “so far as we know, Varian 
nas not yet actually delivered any 360 
ftiHz spectrometers, and it is not clear 
wnether such an instrument currently 
HEW and NB S both ad- 
capability of providing a 
trTT ® agnetic fl«ld (8.5 T) NMR spec- 
intonlj is pertinen t to the applicant's 
P ur P°ses and they know of no 
* !^ trmnent whlch Provided the 

was ord 1 ^ ture the tlme the artlcle 


For these reasons, we find that the 
custom-made Model SC-360 was not sci¬ 
entifically equivalent to the foreign arti¬ 
cle at the time the article was ordered. 

The Department of Commerce knows 
of no other instrument or apparatus of 
equivalent scientific value to the foreign 
article, for such purposes as this article Is 
intended to be used, which was being 
manufactured in the United States at the 
time the article was ordered. 

Richard M. Seppa, 

Director , 

Special Import Programs Division. 

(Catalog of Federal Domestic Assistance Pro¬ 
gram No. 11.106, Importation of Duty-Free 
Educational and Scientific Materials.) 

IFR Doc.76 24400 Filed 8 19-7C;8:45 amj 


Office of the Secretary 
PRIVACY ACT 

Consolidated System of Records and 
Proposed New Routine Use 

The Department of Commerce hereby 
gives notice, in accordance with 5 U.S.C. 
552a(e) (4) and (11). (the Privacy Act 
of 1974, section 3, Pub. L. 93-579, 88 Stat. 
1897), that it proposes to consolidate two 
previously noticed Systems of Records 
into one System and to add a new routine 
use to that System. 

The two Systems of Records to be con¬ 
solidated are COMMERCE/NTIS-1 Cus¬ 
tomer Account Records and COM- 
MERCE/NTIS-2 Individuals Interested 
in NTIS Publications, Shipped Order Ad¬ 
dresses, and Subscribers Files, which 
were both noticed in the Fhder\l Regis¬ 
ter on October 2, 1975, <40 FR 45669). 
This consolidation is being made solely 
for administrative convenience. No 
change has been made in the manner in 
which the records are organized or re¬ 
trieved, or in the categories of records or 
individuals covered. 

The proposed new routine use for the 
consolidated system, which is compatible 
with the purpose for which the system 
is maintained, is as follows: 

Records maintained in the system are 
disclosed to NTIS sales agents; and to 
individuals, organizations. Federal agen¬ 
cies and State and local Governments 
contributing publications to NTIS for 
their market research and sales account¬ 
ing purposes, through the mechanism of 
providing them the names and addresses 
of individuals (and others) who have 
purchased their publications. 

Although the Act requires the oppor¬ 
tunity for public comment only as to the 
proposed new "routine use.” comments 
regarding any portion of this notice will 
be given due consideration before final 
publication. Any interested person may 
submit written data, views, or argu¬ 
ments to the Assistant Secretary for 
Administration (Attn: Information 
Management Division, Room 5026), U.S. 
Department of Commerce, 14th & E 
Street, NW.. Washington, D.C. 20230, 
any time on or before September 20, 
1976. The comments received will be 
available, as received, for public inspec¬ 


tion at the above address between the 
hours of 9:00 ajn. and 4:00 pjn. Mon¬ 
day through Friday (except holidays). 

The consolidated System of Records, 
including the proposed new routine use. 
is as follow?: 

Commerce/NT l S-l 

System name: Individuals Interested 
in NTIS Publications. Shipped Order 
Addresses, Customer Account Records, 
and Subscriber Files. 

System location: Automated Data 
Processing Division & Document Distri¬ 
bution and Reproduction Division, 
Rooms 1312 and 2027, Sills Building, 
Springfield, Virginia 22161. 

Ca'egories of individuals covered by 
the system: All individuals who order 
and/or purchase products and services 
from NTIS and all individuals who have 
requested that they be placed on the 
NTIS promotional mailing list. 

Categories of records in the system: 
Name; address; items ordered; items 
sent; amount of purchases; date order 
received; date order mailed: NTIS de¬ 
posit account number or customer code 
number; total charge to date; whether 
account collectible or not; categories of 
publications ordered by each purchaser; 
when subscription expires; amount on 
deposit. 

Au f hority for maintenance of the sys¬ 
tem: 15 U.S.C. 1151-57; 41 U.S.C. 104, 44 
U.S.C. 3101. 

Routine uses of records maintained in 
the system , including categories of users 
and purposes of such uses: Records main¬ 
tained In the system are disposed to 
NTIS sales agents: and to Individuals, 
organizations. Federal agencies, and 
State and local governments contribut¬ 
ing publications to NTIS for their market 
research and sales accounting purposes, 
through the mechanism of providing 
them the names and addresses of indi¬ 
viduals (and others) who have purchased 
their publications. Also see general rou¬ 
tine uses No. 1 through 6 and No. 8 
through 10 of Prefatory Statement no¬ 
ticed In the Federal Register on Octo¬ 
ber 2. 1975. (40 FR 45635) and amended 
on Nov. 7, 1975 (40 FR 52074). 

Policies and practices for storihg, re¬ 
trieving, accessing, retaining and dispos¬ 
ing of records in the system: 

Storage: Paper records in file folders, 
film files, magnetic tape and disc files. 

Retrievability: Filed alphabetically by 
name. 

Safeguards: Records are located in 
lockable metal file cabinets or in metal 
tape vault in secured rooms or premises 
with access limited to those whose official 
duMes require access. 

Retention and disposal: Records are 
updated regularly and maintained in¬ 
definitely. 

Systems manager (S) and address: 
Chief, Automated Data Processing Divi¬ 
sion, NTIS. Room 2030 Sils Building, 
Springfield. Virignia 22161. 

Notification procedures: Information 
may be obtained from Assistant Director, 
Administration, NTIS, Room 1006, Sills 
Building, Springfield, Virginia 22161. 
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Requester should provide name and ad¬ 
dress In accordance with the inquiry pro¬ 
visions of the Department’s rules which 
appear in 15 CFR Part 4b. 

Record access procedures: Requests 
from individuals should be addressed to: 
same address as stated in the notification 
section above. 

Contesting record procedures: The De- 
par tment rules for access, for contesting 
contents and appealing initial determi¬ 
nations by the individual concerned ap¬ 
pear in 15 CFR Part 4b. Use above ad¬ 
dress. 

Record source categories: Subject in¬ 
dividuals and NTTS transaction files. 

Dated: August 8, 1976. 

Joseph E. Kasputys. 

Assistant Secretary 
for Administration. 

(FR Doc.76-244(55 Filed 8-19-76;8:45 ami 


DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 
National Institutes of Health 

TEMPORARY CANCER INSTITUTIONAL 
FELLOWSHIP REVIEW COMMITTEE 

Establishment 

The Director. National Institutes of 
Health, announces the establishment on 
August 2, 1976, of the advisory commit¬ 
tee indicated below by the Director. Na¬ 
tional Cancer Institute, under the au¬ 
thority of section 410A(a) of the Public 
Health Service Act <42 U.S.C. 286e>. 
Such advisory committees shall be gov¬ 
erned by the provisions of the Federal 
Advisory Committee Act (Public Law 
92-463 1 setting forth standards govern¬ 
ing the establishment and use of advi¬ 
sory committees. 

Name: Temporary Cancer Institu¬ 
tional Fellowship Review Committee. 

Purpose: The Committee provides to 
the Director, NCI. advice on the tech¬ 
nical merit of those National Research 
Service Institutional Fellowship applica¬ 
tions submitted in Fiscal Year 1977. Au¬ 
thority for this committee will expire on 
June 30. 1977. 

Dated: August 11, 1976. 

R. W. Lamont-Havers, 

Acting Director, 
National Institutes of Health . 

|FR Doc.76-24366 Filed 8-19-76;8:45 am] 


NATIONAL ARTHRITIS, METABOLISM, AND 
DIGESTIVE DISEASES ADVISORY COUNCIL 

Meeting 

Pursuant to Public Law 92-463, notice 
is hereby given of the meeting of the Na¬ 
tional Arthritis. Metabolism, and Diges¬ 
tive Diseases Advisory Council and its 
subcommittees on September 15-17, 
1976 in Conference Room 10. Building 31, 
National Institutes of Health. Bethesda, 
Maryland. This meeting will be open to 
the public from 8:30 am. to 10:00 a.m. on 
September 15 and from 9:00 a.m. to 11:00 
a.m. on September 16 to discuss adminis¬ 
trative reports. Attendance by the public 
will be limited to space available. 


NOTICES 


In addition, the below listed subcom¬ 
mittees of the above Council will have 
meetings from 10:30 a.m. to 5 p.m. on 
^geptember 15, 1976: the Digestive Dis¬ 
eases Subcommittee will be held in Room 
9A51. Building 31. NIH; the Arthritis, 
Bone, and Skin Diseases Subcommittee 
will be held in Room 9A52, Building 31. 
NIH; the Diabetes. Endocrine, and 
Metabolic Diseases Subcommittee will be 
held in Conference Room 10, Building 31, 
NIH; the Kidney. Urologic and Blood 
Diseases Subcommittee will be held in 
Room 7A24, Building 31, NIH. 

In accordance with the provisions set 
forth in Section 552<b)<4), 552(b)(5). 
and 552(b)(6). Title 5. U.S. Code and 
Section 10(d) of PX. 92-463, the meeting 
of the Council and its subcommittees 
will be closed to the public on Septem¬ 
ber 15. 1976, from 10:30 a.m. to 5 pm., on 
September 16, 1976, from 11:00 a.m. to 
5 p.m., and on September 17, 1976, from 
8:30 am. to 12:30 p.m., for the review, 
discussion and evaluation of individual 
initial pending, supplemental and re¬ 
newal grant applications. The closed 
portions of the meetings involve solely 
the internal expression of views and 
judgments of committee members on 
Individual grant applications contain¬ 
ing detailed research protocols, designs, 
and other technical information: finan¬ 
cial data, such as salaries; and personal 
information concerning individuals as¬ 
sociated with the applications. 

Messrs. James N. Fordham or Leo E. 
Treacy, Office of Scientific and Techni¬ 
cal Reports. NIAMDD, National Insti¬ 
tutes of Health, Building 31, Room 9A04, 
Bethesda. Maryland 20014, (301) 496- 
3583, will provide summaries of the 
meeting and rosters of the committee 
members. 

Dated: August 13, 1976. 

(Catalog of Federal Domestic Assistance Pro¬ 
gram No. 13-846 through 13.850, National In¬ 
stitutes of Health) 

Suzanne L. Fremeau, 
Committee Management Officer, 
National Institutes of Health. 

(FR Doc.76-24367 Filed 8-19-76:8:45 amj 


ALLERGY AND IMMUNOl OGY SUBCOM¬ 
MITTEE OF THE NATIONAL ADVISORY 
ALLERGY AND INFECTIOUS DISEASES 
COUNCIL 

Meeting 

Pursuant to Public Law 92-463, notice 
is hereby given of the meeting of the 
Allergy and Immunology Subcommittee 
of the National Advisory Allergy and In¬ 
fectious Diseases Council. National Insti¬ 
tute of Allergy and Infectious Diseases, 
September 29, 1976, in Building 31, Con¬ 
ference Room 7A24. Bethesda, Maryland. 
This meeting is being held in conjunc¬ 
tion with the regular meeting of the 
Allergy Council on September 30, Octo¬ 
ber 1-2, 1976. While the Subcommittee 
meeting is closed, persons interested may 
attend open portions of the Council 
meeting. 

In accordance with the provisions set 
forth in Sections 552(b)(4), 552(b)(5),. 
and 552(b)(6), Title 5, U.S. Code and 


Section 10(d) of Public Law 92-463, the 
meeting will be closed to the public from 
7:00 p m. until adjournment, for the re¬ 
view, discussion, and evaluation of indi¬ 
vidual initial pending, supplemental, and 
renewal grant applications. The closed 
portion of the meeting involves solely 
the internal expression of views and 
judgments of Council members on indi¬ 
vidual grant applications containing de¬ 
tailed research protocols, designs, and 
other technical information; financial 
data, such as salaries; and personal in¬ 
formation concerning individuals associ¬ 
ated with the applications. 

Mr. Robert L. Schreiber. Chief, Office 
of Research Reporting and Public Re¬ 
sponse, National Institute of Allergy and 
Infectious Diseases, Building 31, Room 
7A32, Bethesda, Maryland, telephone 
<301) 496-5717, will furnish rosters of 
Council members, a summary of the 
meeting, and other information pertain¬ 
ing to the meeting. 

Dated: August 13, 1976. 

(Catalog of Federal Domestic Assistance Pro¬ 
gram Nos. 13.855, 13.856. 13.857. and 13.858, 
National Institutes of Health.) 

Suzanne L. Fremeau, 
Committee Management Officer, 
National Institutes of Health. 

|FR Doc.70-24368 Filed 8-19-76;8:45 am] 


NATIONAL ADVISORY RENTAL 
RESEARCH COUNCIL 

Meeting 

Pursuant to Pub. L. 92-463. notice is 
hereby given of the meeting of the Na¬ 
tional Advisorv Dental Research Council, 
National Institute of Dental Research, 
on October 4-5, 1976. in Building 31-C. 
Conference Room 8, National Institutes 
of Health, Bethesda. Maryland. This 
meeting will be open to the public from 
9:00 a.m. to adjournment on October 5 
for general discussion and program 
presentations. Attendance by the public 
will be limited to space available. 

In accordance with the provisions set 
forth in Sections 552(b)(4), 552(b)(5) 
and 552(b)(6), Title 5, U.S. Code and 
Section 10(d) of Pub. L. 92-463. the 
meeting of the Council will be closed to 
the public on October 4. from 9:00 a.m. 
to 5:00 pm. for the review, discussion 
and evaluation of individual initial pend¬ 
ing. supplemental and renewal grant 
.applications. The closed portion of tr.e 
meeting involves solely the internal ex¬ 
pression of views and judgments of com¬ 
mittee members on individual grant 
applications containing detailed resea ren 
protocols, designs, and other techruui 
information; financial data, such as 
salaries; and personal Information con- 
eming individuals associated with the 
applications. 

Mrs. Edith G. Sharpless. Committee 
Management Officer, National Institute 
of Dental Research. National I nstl ^ l ^ cs 
of Health, Building 31-C. Room 
Bethesda. Maryland 20014 (telephon 
301-496-3511). will furnish rosters o 
committee members, a summary o K 
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meeting, and other Information pertain¬ 
ing to the meeting. 

Dated: August 13,1976. 

Suzanne L. Fremeau, 
Committee Management Officer, 
National Institutes of Health. 

jFR Doc.76-24369 Filed 8-19-76:8:45 am] 


NATIONAL ADVISORY GENERAL 
MEDICAL SCIENCES COUNCIL 

Meeting 

Pursuant to Pub. L. 92-463, notice is 
hereby given of the meeting of the Na¬ 
tional Advisory General Medical Sciences 
Council. National Institute of General 
Medical Sciences. October 6-7, 1976, 
Building 31C, Conference Room 6. This 
meeting will be open to the public on 
October 6 from 9:00 a m. to 2:00 p.m., 
for opening remarks; report of the Direc¬ 
tor, NIGMS; a scientific discussion in a 
field of importance to the Institute; and 
other business of the Council. Attendance 
by the public will be limited to space 
available. 

In accordance with the provisions set 
forth in Section 552(b)(4). 552(b)(5). 
and 552(b)(6). Title 5. U S. Code and 
Section 10(d) of Fub L. 92-463, the 
meeting will be closed to the public on 
October 6 from 2:00 p.m. to 5:00 p.m., 
and on October 7 from 9:00 aun. to 
adjournment for the review, discussion 
and evaluation of initial pending, sup¬ 
plemental. and renewal grant applica¬ 
tions; and applications for the National 
Research Service Awards. The closed 
portion of the meeting involves solely the 
internal expression of views and judg¬ 
ments of committee members on individ¬ 
ual grant applications which contain 
Information of proprietary or confi¬ 
dential nature, including detailed re¬ 
search protocols; designs and other 
technical information; financial data, 
such as salaries; and personal informa¬ 
tion concerning individuals associated 
with the applications. 

Mr. Paul Demlng. Research Reports 
Officer. NIGMS, Westwood Building. 
Room 919. Bethesda. Maryland 20014, 
Telephone: 301, 496-7301, will provide a 
summary of the meeting and a roster of 
Council members. Dr. Ruth L. Kirsch- 
stein, Executive Secretary, NAGMS 
Council, Building 31, Room 4A52, Tele¬ 
phone: 301. 496-5231. will furnish sub¬ 
stantive program information. 

Dated: August 13,1976. 

(Catalog of Federal DDmestlc Assistance Pro- 
gram Nos. 13-859. 13-860. 13-861. 13-862. 18- 
B«3. National Institutes of Health.) 

Suxanne L. Fremeau. 

Committee Management Officer, 
National Institutes of Health. 

IFR Doc.76-24370 Filed 8-19-78;8:45 am) 


NEU ^OGICAL DISORDERS PROGRAM- 
PROJECT REVIEW A COMMITTEE 

Meeting 

Is 1 u Ur »? an t t0 Public Law 92-463, notice 
nereby given of the meeting of the 


Neurological Disorders Program-Project 
Review A Committee. National Institute 
of Neurological and Communicative Dis¬ 
orders and Stroke, National Institutes of 
Health. October 14-16, 1976, in the 
Adams Room, Holiday Inn, 5520 Wiscon¬ 
sin Avenue. Chevy Chase, MD 20014. 

This meeting will be open to the public 
from 8:00 p.m. until 10:30 p.m. on Octo¬ 
ber 14th, to discuss program planning 
and program accomplishments. Attend¬ 
ance by the public will be limited to space 
available. In accordance with the provi¬ 
sions set forth in Sections 552(b)(4). 
552(b)(5) and 552(b)(6). Title 5, U.3. 
Code and Section 10(d) of P.L. 92-463, 
the meeting will be closed to the public 
on October 15th, from 8:30 am. to ad¬ 
journment on October 16th, for the re¬ 
view, discussion and evaluation of indi¬ 
vidual initial pending and renewal grant 
applications. The closed portion of the 
meeting involves solely the internal ex¬ 
pression of views and judgments of com¬ 
mittee members on indiivual grant ap¬ 
plications which contain information of 
a proprietary or confidential nature, in¬ 
cluding detailed research protocols, de¬ 
signs, and other technical information: 
financial data, such as salaries: and per¬ 
sonal information concerning individuals 
associated with the applications. 

Mrs. Ruth Dudley, Chief, Office of Sci¬ 
entific and Health Reports, Bldg. 31. 
Room 8A03, Bethesda, MD^ 20014, (301) 
496-5751. will provide summaries of the 
meeting and rosters of committee mem¬ 
bers. 

Dr. Leon J. Greenbaum, Jr , Executive 
Secretary. Federal Bldg., Rm. 9C14B, 
Bethesda. MD 20014, (301) 496-9223, will 
furnish substantive program informa¬ 
tion. 

Dated: August 13,1976. 

Suzanne L. Fremeau, 
Committee Management Officer, 
National Institutes of Health. 

(Catalog of Federal Domestic Assistance Pro¬ 
gram 13.852, National Institutes of Health.) 

| FR Doc.76-24371 Filed 8-19-76:8:45 am| 


NEUROLOGICAL DISORDERS PROGRAM- 
PROJECT REVIEW B COMMITTEE 

Meeting 

Pursuant to Public Law 92-463. notice 
is hereby given of the meeting of the 
Neurological Disorders Program-Project 
Review B Committee, National Institute 
of Neurological and Communicative Dis¬ 
orders and Stroke, NIH, October 14-16, 
in the Lobby Room, Holiday Inn, 5520 
Wisconsin Avenue. Chevy Chase, MD 
20015. 

This meeting will be open to the public 
from 8:00 p.m. until 10:30 p.m. on Octo¬ 
ber 14th, to discuss program planning 
and program accomplishments. Atten¬ 
dance by the public will be limited to 
space available. In accordance with the 
provisions *et forth in Sections 552(b) 
(4), 552(b)(5) and 552(b)(6), Title 5. 
US. Code and Section 10(d) of P.L. 92- 
463, the meeting will be closed to the 
public on October 15th, from 8:30 a.m. to 


adjournment on October 16th, for the re¬ 
view. discussion and evaluation of in¬ 
dividual initial pending and renewal 
grant applications. The closed portion of 
the meeting involves solely the internal 
expression of views and judgments of 
committee members on individual grant 
applications which contain information 
of a proprietary or confidential nature, 
including detailed research protocols, de¬ 
signs, and other technical information: 
financial data, such as salaries: and per¬ 
sonal Information concerning individuals 
associated with the applications. 

Mrs. Ruth Dudley, Chief. Office of Sci¬ 
entific and Health Reports, Bldg. 31, 
Room 8A03, Bethesda. MD 20014, (301) 
496-5751, will provide summaries of the 
meeting and rosters of committee mem¬ 
bers. 

Dr. John W. Diggs, Executive Secre¬ 
tary, Federal Bldg., Rm. 9C10B, Be¬ 
thesda, MD 20014. (301) 496-9223, will 
furnish substantive program informa¬ 
tion. 

Dated: August 13. 1976. 

Suzanne L. Fremeau, 
Committee Management Officer, 
National Institutes of Health. 

(Catalog of Federal Domestic Assistance Pro¬ 
gram 13.852. National Institutes of Health.) 

|FR Doc.76-24372 Filed 8-19-76:8:45 am) 


BOARD OF SCIENTIFIC COUNSELORS 
Meeting 

Pursuant to Public Law 92-403. notice 
is hereby given of the meeting of the Na¬ 
tional Heart. Lung, and Blood Institute 
Board of Scientific Counselors, Novem¬ 
ber 5 and 6, 1976, National Institutes of 
Health. Building 10, Room 7N214. This 
meeting will be open to the public from 
9:00 a.m. to 5:00 pjn. on November 5 for 
discussion of the general trends in re¬ 
search relating to cardiovascular, pul¬ 
monary and certain hematologic diseases. 
Attendance by the public will be limited 
to space available. 

In accordance with the provisions set 
forth in Section 552(b)(6), Title 5, U.S. 
Code Section 10(d) of P.L. 92-463, the 
meeting will be closed to the public from 
9:00 a.m. to adjournment November 6 for 
the review, discussion, and evaluation of 
individual programs and projects con¬ 
ducted by the National Institutes of 
Health, including consideration of per¬ 
sonnel qualifications and performance, 
the competence of Individual investiga¬ 
tors, and similar items, the disclosure of 
which would constitute a clearly unwar¬ 
ranted invasion of personal privacy. 

Mr. York Onnen, Chief, Public In¬ 
quires and Reports Branch, National 
Heart. Lung, and Blood Institute, Build¬ 
ing 31, Room 5A21, National Institutes of 
Health, Bethesda, Maryland 20014, phone 
(301) 496-4236, will provide summaries of 
the meeting and rosters of the Board 
members. Substantive program informa¬ 
tion may be obtained from Dr. Jack Or- 
loff. Director, Division of Intramural Re- 
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search, NHLBI, NIH Building 10, Room 
7N214, phone (301) 496-2116. 

Dated: August 13,1976. 

Suzanne L. Premeau, 
Committee Management Officer , 
National Institutes of Health. 

|PR Doc.76-24374 Piled 8-19-76;8:46 am) 


BLOOD DISEASES AND RESOURCES 
ADVISORY COMMITTEE 

Meeting 

Pursuant to Public Law 92-463, notice 
Is hereby given of the meeting of the 
Blood Diseases and Resources Advisory 
Committee, National Heart, Lung, and 
Blood Institute, November 8 and 9, 1976, 
Landow Building, Conference Room 
C418. 7910 Woodmont Avenue. Bethesda, 
Maryland 20014. 

The entire meeting will be open to the 
public from 9:00 AM-5:00 PM, Novem¬ 
ber 8, and from 8:30 AM-4:30 PM, No¬ 
vember 9, 1976, to discuss the status of 
the Blood Diseases and Resources pro¬ 
gram, needs and opportunities, policy and 
mechanisms of support. Attendance by 
the public will be limited to space avail¬ 
able. 

Mr. York Onnen, Chief. Public In¬ 
quiries and Reports Branch, National 
Heart, Lung, and Blood Institute, Build¬ 
ing 31, Room 5A03, National Institutes of 
Health, Bethesda, Maryland 20014, 
phone: (301) 496-4236, will provide sum¬ 
maries of the meeting and rosters of the 
committee members. 

Dr. Pann Harding, Special Assistant to 
the Director, Division of Blood Diseases 
and Resources. National Heart, Lung, 
and Blood Institute, Building 31. Room 
5A04, National Institutes of Health, Be¬ 
thesda, Maryland 20014, phone: (301) 
496-5913, will furnish substantive pro¬ 
gram information. 

Dated: August 13,1976. 

Suzanne L. Fremeau, 
Committee Management Officer. 
National Institutes of Health. 

JFR Doc.76-24376 Piled 8-19-76:8:45 am| 


Office of the Secretary 

ADVISORY COUNCIL ON EDUCATION 
STATISTICS 

Meeting 

Notice is hereby given, pursuant to 
Pub. L. 92-463, that a meeting of the Ad¬ 
visory Council on Education Statistics 
will be held on September 14, 1976, from 
9 a.m. to 4:45 p.m., in the Education Di¬ 
vision Conference Center, Room 3000 of 
the Federal Office Building Number 6 at 
400 Maryland Avenue. SW., Washington, 
D.C. 20202. The meeting will be con¬ 
tinued on September 15, from 9 a.m. to 
4:30 p.m., at the same location. 

The Advisory Council on Education 
Statistics is mandated by section 406(c) 
of the General Education Provisions Act 
as added by section 501 (a) of the Educa¬ 
tion Amendments of 1974, Pub. L. 93-380 
(20 U.8.C. 1221e-l(c)), to advise the 


Secretary of the Department of Health, 
Education, and Welfare and the Assist¬ 
ant Secretary for Education, and the Na¬ 
tional Canter for Education Statistics 
and "shall review general policies for the 
operation of the Center and shall be re¬ 
sponsible for establishing standards to 
ensure that statistics and analyses dis¬ 
seminated by the Center are of high 
quality and are not subject to political 
influence." 

The meeting agenda will include the 
swearing in of two new Council mem¬ 
bers; a summary of NCES responses to 
previous Council discussions; a review of 
NCES publications policies and proce¬ 
dures; a discussion of the recent National 
Research Counci report on "Setting Sta¬ 
tistical Priorities;" and further review 
of proposed procedures for establishing 
Center standards. 

The meeting is open to the public; 
however, because of limited accommoda¬ 
tions, those members of the public wish¬ 
ing to attend should make reservations 
by writing, no later than September 8, 
1976, to; 

Executive Director, Advisory Council on Edu¬ 
cation Statistics, Room 3033-D, FOB-6, 

400 Maryland Avenue, SW.. Washington, 

D.C. 20202 

Records shall be kept of all Council 
proceedings and shall be available for 
public inspection in the Office of the Ad¬ 
ministrator, National Center for Educa¬ 
tion Statistics, located at 400 Maryland 
Avenue, SW., Washington, D.C. 20202. 

Signed at Washington, D.C. on August 
11, 1976. 

Marie D. Eldridge, 
Administrator . National Center 

for Education Statistics. 

IFR Doc.76-24352 Filed 8-l9-76;8:45 am) 

DEPARTMENT OF HOUSING AND 
URBAN DEVELOPMENT 
Office of Interstate Land Sales Registration 

(Docket No. N-76-615J 

WILLOW VALLEY (MOBILE HOME) 
ESTATES 

Notice of Hearing 

In the matter of: Willow Valley (Mo¬ 
bile Homes) Estates 5, 11, 12, 16, 17 and 
18, McKellips Land Corporation. OILSR 
Nos. 0-0132-02-23, (A) and (B), Docket 
No. ED-76-12. 

Pu rsuant to 15 U.S.C. 1706(d) and 24 
CFR 1720.160(b) Notice is hereby given 
that: 1. Willow Valley (Mobile Homes) 
Estates 5. 11, 12, 16, 17 and 18, McKel¬ 
lips Land Corporation, its officers and 
agents, hereinafter referred to as "Re¬ 
spondent", being subject to the provi¬ 
sions of the Interstate Land Sales Pull 
Disclosure Act (Pub. Law 90-448) (15 
U.S.C. 1701 et seq.) received a Notice of 
Suspension dated July 26, 1976. which 
was sent to the developer pursuant to 15 
U.S.C. 1706(b), 24 C.F.R. 1710.45(a)(1) 
and 1720.120 based on information ob¬ 
tained by the Office of Interstate Land 
Sales Registration showing that the 
statement of Record and Property Re¬ 


port for Willow Valley (Mobile Homes) 
Estates 5, 11, 12. 16, 17 and 18, located 
in Arizona, contain untrue statements of 
material fact or omit to state material 
facts required to be stated therein or 
necessary to make the statements there¬ 
in not misleading. 

2. The Respondent filed an answer re¬ 
ceived August 9, 1976, in response to the 
Notice of Proceedings and Opportunity 
for Hearing. 

3. In said answer the Respondent re¬ 
quested a hearing on the allegations con¬ 
tained in the Notice of Proceedings and 
Opportunity for Hearing. 

4. Therefore, pursuant to the provi¬ 
sions of 15 U.S.C. 1706(d) and 24 CFR 
1720.160(d), It is hereby ordered. That 
a public hearing for the purpose of tak¬ 
ing evidence on the questions set forth 
in the Notice of Proceedings and Op¬ 
portunity for Hearing will be held before 
Judge James W. M ast, in Room 7146, De¬ 
partment of HUD, 451 7th Street, SW., 
Washington, D.C. on August 25, 1976 at 
2:00 p.m. 

5. The following time and procedure is 
applicable to such healing: All affida¬ 
vits and a list of all witnesses are re¬ 
quested to b e filed with the Hearing 
Clerk, HUD Building, Room 10150, 
Washington, D.C., 20410 on or before 
August 23, 1976. 

6. The Respondent is hereby notified 
that failure to appear at the above sched¬ 
uled hearing shall be deemed a default 
and the proceedings shall be determined 
against Respondent, the allegations of 
which shall be deemed to be true, and an 
order suspending the Statement of Rec¬ 
ord, herein identified, shall be issued 
pursuant to 24 CFR 1710.45(b)(1). 

This Notice shall be served upon the 
Respondent forthwith pursuant to 24 
CFR 1720.440. 

Dated: August 13, 1976. 

By the Secretary. 

James W. Mast, 
Administrative Law Judge. 

[FR Doc.76-24416 FUed 8-19-76;8:45 ami 


(Docket No. N-76-614J 

WOODHAVEN LAKES 
Notice of Hearing 

In the matter of: Woodhaven Lakes, 
American Lakes Development Co. OIL¬ 
SR NO. 0-4003-13-49(B), Docket No. 
ED-76-11 

Pursuant to 15 U.S.C. 1706(d) and 24 
CFR 1720.160(b) Notice is hereby given 
that: 1. Woodhaven Lakes, American 
Lakes Development Co., its officers ana 
agents, hereinafter referred to as "Re¬ 
spondent”, being subject to the proy 1 * 
sions of the Interstate Land Sales Fun 
Disclosure Act (Pub. Law 90-448) <1® 
U.S.C. 1701 et seq.) received a Notice 
of Suspension dated July 20, 1976 , whicl 
was sent to the developer pursuant to 
U.S.C. 1706 (b). 24 CF.R. 1710.45(a) 
and 1720.120 based on information od- 
tained by the Office of Interstate Lana 
Sales Registration showing that ui 
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statement of Record and Property for 
Wodhaven Lakes, located in Illinois, con¬ 
tain untrue statements of material fact 
or omit to state material facts required 
to be stated therein or necessary to make 
the statements therein not misleading. 

2. The Respondent filed an answer re¬ 
ceived August 6, 1976, in response to the 
Notice of Proceedings and Opportunity 
for Hearing. 

3. In said Answer the Respondent re¬ 
quested a hearing on the allegations con¬ 
tained in the Notice of Proceedings and 
Opportunity for Hearing. 

4. Therefore, pursuant to the provi¬ 
sions of 15 U.S.C. 1706(d) and 24 CFR 
1720.160(d), It is hereby ordered , That 
a public hearing for the purpose of tak¬ 
ing evidence on the questions set forth 
in the Notice of Proceedings and Oppor¬ 
tunity for Hearing will be held before 
Judge James W. Mast, in Room 7146, 
Department of HUD, 451 7th Street, SW., 
Washington, D.C., on August 26, 1976 
at 10:00 a.m. 

The. following time and procedure is 
applicable to such hearing^: All affidavits 
and a list of all witnesses are requested to 
be filed with the Hearing Clerk, HUD 
Building, Room 10150, Washington, D.C., 
20410 on or before August 23, 1976. 

6. The Respondent is hereby notified 
that failure to appear at the above sched¬ 
uled hearing shall be deemed a default 
and the proceedings shall be determined 
against Respondent, the allegations of 
which shall be deemed to be true, and an 
Order Suspending the Statement of Rec¬ 
ord, herein identified, shall be issued 
pursuant to 24 CFR 1710.45(b) (1). 

This Notice shall be served upon the 
Respondent forthwith pursuant to 24 
Cra 1720.440. 

Dated: August 13,1976. 

By the Secretary. 

James W. Mast, 
Administrative Law Judge. 

I PR Doc.76-24415 Filed 8-19-76;8:45 am] 


CITIZENS' ADVISORY COMMITTEE 
ON ENVIRONMENTAL QUALITY 
MEETING 

The Citizens’ Advisory Committee on 
Environmental Quality will meet on Sep¬ 
tember 24, 1976. at 10 A.M. in Room 500, 
1700 Pennsylvania Avenue, NW., Wash¬ 
ington, D.C. 

The Committee advises the President 
and the Council on Environmental 
Quality on matters pertaining to en¬ 
vironmental quality. The purpose of the 
meeting is to review pending Committee 
business and to consider Committee ac¬ 
tivities for the remainder of the year, 
i he principal subject of the meeting will 
be a review of selected major environ¬ 
mental policies and programs, an analy¬ 
sis of priorities, and recommendations 
foi future action. Issues to be discussed 
include land use; population and growth; 
energy conservation and alternatives; 
a * r an< * water pollution control; resource 
recovery, recycling and reuse; outdoor 


recreation; urban environment; inter¬ 
national environment; environment and 
the economy; and organizational and 
procedural aspects. 

The meeting will be open to the pub¬ 
lic. Persons planning to attend the meet¬ 
ing are requested to notify in writing or 
by telephone no later than September 
21, 1976, Lawrence N. Stevens, Executive 
Director, Citizens’ Advisory Committee 
on Environmental Quality, 1700 Penn¬ 
sylvania Avenue, NW., Washington. D.C. 
20006. telephone (202) 223-3040. Mem¬ 
bers of the public may file written state¬ 
ments with the Committee before or 
after the meeting. Persons wishing to 
speak at the meeting are requested to 
consult with the Executive Director no 
later than September 17, 1976. 

Requests for information should be 
submitted to the Executive Director (ad¬ 
dress given above). 

Lawrence N. Stevens, 
Executive Director , Citizens ’ 
Advisory Committee on En- 
vironmcntal Quality. 

[FR Doc.76-24403 Filed 8-19-76:8:45 am] 


CIVIL AERONAUTICS BOARD 

(Docket No. 287211 

GARUDA INDONESIAN AIRWAYS 

Prehearing Conference and Hearing 

Regarding Foreign Air Carrier Permit 

Notice is hereby given that a prehear¬ 
ing conference in this matter will be held 
on August 31, 1976. at 9:30 a.m. (local 
time) in Room 1003, Hearing Room C. 
Universal North Building, 1875 Connec¬ 
ticut Avenue, NW., Washington, D.C. 

Notice is also given that the hearing 
may be held immediately following con¬ 
clusion of the prehearing conference un¬ 
less a person objects and shows reason 
for postponement on or before August 27, 
1976. 


Dated at Washington, D.C., August 17, 
1976. 


Ronnie A. Yoder, 
Administrative Law Judge. 


|FR Doc. 76-24469; Filed 8-19-76; 8:45 am] 


COMMISSION ON CIVIL RIGHTS 
KANSAS ADVISORY COMMITTEE 
Agenda and Notice of Open Meeting 

Notice is hereby given, pursuant to the 
provisions of the rules and regulations 
of the U.S. Commission on Civil Rights, 
that a planning meeting of the Kansas 
Advisory Committee (SAC) to this Com¬ 
mission will convene at 10 am. and end 
at 1 p.m. on September 25, 1976, at 2222 
W. 6th Street, V.I.P. Room, Lawrence, 
Kansas. 

Persons wishing to attend tills open 
meeting should contact the Committee 
Chairperson, or the Central States Re¬ 
gional Office of the Commission, Old 
Federal Office Building, 911 Walnut 
Street, Kansas City, Missouri 64106. 

The purpose of this meeting is to dis¬ 
cuss followup of the Advisory Commit¬ 


35209 

tee’s report on the Kansas Department 
of Corrections. 

This meeting will be conducted pur¬ 
suant to the rules and regulations of the 
Commission. „ 

Dated at Washington, D.C., August 17, 
1976. 

Isaiah T. Creswell, Jr., 
Advisory Committee Management 

Officer. 

|FR Doc.76-24409 Filed 8-19-76;8:45 am] 


MASSACHUSETTS ADVISORY 
COMMITTEE 

Agenda and Notice of Open Meeting 

Notice is hereby given, pursuant to the 
provisions of the rules and regulations of 
the U.S. Commission on Civil Rights, 
that a planning meeting of the Massa¬ 
chusetts Advisory Committee (SAC) to 
this Commission will convene at 12:30 
noon and end at 5 p.m. on September 23, 
1976, at 27 School Street, Boston, Mas¬ 
sachusetts 02103. 

Persons w’ishing to attend this meet¬ 
ing should contact the Committee Chair¬ 
person, or the Northeastern Regional Of¬ 
fice of the Commission, 26 Federal Plaza, 
Room 1639. New York, New York 10007. 

The purpose of this meeting is to dis¬ 
cuss followup programs on SAC’s proj¬ 
ects. 

This meeting will be conducted pursu¬ 
ant to the rules and regulations of the 
Commission. 

Dated at Washington, D.C., August 17, 
1976. 

Isaiah T. Creswell, Jr., 
Advisory Committee 
Management Officer. 

(FR Doc.76-24410 Filed 8-19-76:8:45 am] 


MICHIGAN ADVISORY COMMITTEE 
Cancellation of Meeting 

Notice is hereby given, pursuant to the 
rules and regulations of the U.S. Com¬ 
mission on Civil Right s.that the meet¬ 
ing scheduled for August 20, 1976, of the 
Michigan Advisory Committee (SAC) to 
the Commission published in the Federal 
Register on Monday, August 9, 1976, on 
page 33321 (FR Doc. 76-23106) is hereby 
cancelled. 

Dated at Washington, D.C., August 17, 
1976. 

Isaiah T. Creswell, Jr., 

Advisory Committee Management 

Officre. 

|FR Doc.76-24411 Filed 8-19-76:8:45 am] 


MONTANA ADVISORY COMMITTEE 
Agenda and Notice of Open Meeting 

Notice is hereby given, pursuant to 
the provisions of the rules and regula¬ 
tions of the U.S. Commission on Civil 
Rights, that a planning meeting of the 
Montana Advisory Committee (SAC) to 
this Commission will convene at 1 p.m. 
and end at 3 p.m. on September 25, 1976, 
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at the Ponderosa Inn, 2511 First Avenue, 
North, Billings, Montana. 

Persons wishing to attend this meet¬ 
ing should contact the Committee 
Chairperson, or the Mountain States Re¬ 
gional Office of the Commission. Execu¬ 
tive Tower Inn, Suite 1700, 1405 Curtis 
Street, Denver, Colorado 80202. 

The purpose of this meeting is to dis¬ 
cuss followup to media report and form 
subcommittees around relevant civil 
rights issues. 

This meeting will be conducted pur¬ 
suant to the rules and regulations of the 
Commission. 

Dated at Washington. D.C., August 17, 
1976. 

Isaiah T. Creswell. Jr., 

Advisory Committee Management 

Officer. 

|FR Doc.76-24412 Filed 8-19-76:8:45 am| 


NEW YORK ADVISORY COMMITTEE 

Agenda and Notice of Open Meeting 

Notice is hereby given, pursuant to 
the provisions of the rules and regula¬ 
tions of the U.S. Commission on Civil 
Rights, that a planning meeting of the 
New York Advisory Committee <SAC> to 
this Commission will convene at 7:30 
p.m. and end at 10 p.m. on September 17- 
18, 1976, at the Tappan Zee Inn. Moun- 
tainview Avenue, and Route 59. NYACK. 
New York. 

Persons wishing to attend this meet¬ 
ing should contact the Committee 
Chairperson, or the Northeastern Re¬ 
gional Office of the Commission, 26 Fed¬ 
eral Plaza, Room 1639. New York. New 
York. 

The purpose of this meeting is to dis¬ 
cuss project planning and priorities for 
coming year. 

This meeting will be conducted pur¬ 
suant to the rules and regulations of the 
Commission. 

Dated at Washington. D.C.. August 17, 
1976. 

Isaiah T. Creswell, Jr., 

Advisory Committee Management 

Officer. 

(FR Doc.76 24413 Filed 8 19-76:8.45 ami 


OKLAHOMA ADVISORY COMMITTEE 
Agenda and Notice of Open Meeting 

Notice is hereby given, pursuant to the 
provisions of the rules and regulations 
of the U.S. Commission on Civil Rights, 
that a planning meeting of the Oklahoma 
Advisory Committee (SAC) to this Com¬ 
mission w r ill convene at 9 a.m. and end at 
4 p.m. on September 11, 1976, at the 
Hilton Inn of Tulsa (Cortez Room), 5000 
E. Skelly Drive. Tulsa. Oklahoma 74135. 

Persons wishing to attend this open 
meeting should contact the Committee 
Chairperson, or the Southwestern Re¬ 
gional Office of the Commission, New 
Moore Building, Room 231,106 Broadway, 
San Antonio, Texas 78205. 

The purpose of this meeting is to dis¬ 
cuss programming, including the public 


employment project and the Tulsa school 
desegregation report. 

This meeting will be conducted pur¬ 
suant to the rules and regulations of the 
Commission. 

Dated at Washington, D.C., August 17, 
1976. 

Isaiah T. Creswell. Jr., 

Advisory Committee Management 

Officer. 

(FR Doc.76-24414 Filed 8-19-76:8:45 am I 


CIVIL SERVICE COMMISSION 

NOTICE OF GRANT OF AUTHORITY TO 
MAKE NONCAREER EXECUTIVE ASSIGN¬ 
MENT 

Department of Agriculture 

Under authority of section 9.20 of Civil 
Service Rule IX <5 CFR 9.20), the Civil 
Service Commission authorizes the De¬ 
partment of Agriculture to fill by non¬ 
career executive assignment in the ex¬ 
cepted service the position of Deputy for 
Congressional Affairs. Office of Congres¬ 
sional and Public Affairs, Immediate 
Office. Office of the Secretary. 

United States Civil Serv¬ 
ice Commission, 

James C. Spry, 

Executive Assistant to 
the Commissioners. 

|FR Doc.76 24156 Filed 8-19-76:8:45 amj 


NOTICE OF REVOCATION OF AUTHORITY 
TO MAKE NONCAREER EXECUTIVE AS¬ 
SIGNMENT 

Department of Agriculture 

Under authority of section 9.20 of Civil 
Service Rule IX (5 CFR 9.20 >. the Civil 
Service Commission revokes the author¬ 
ity of the Department of Agriculture to 
fill by noncareer executive assignment in 
the excepted service the position of Di¬ 
rector, Sugar Division. Office of the Di¬ 
rector. Deputy Administrator. Commod¬ 
ity Operations. Agricultural Stabiliza¬ 
tion and Conservation Service. 

United States Civil Serv¬ 
ice Commission, 

James S. Spry, 

Executive Assistant to 
the Commissioners. 

| FR Doc.76-24157 Filed 8-19-76:8:45 am | 


NOTICE OF REVOCATION OF AUTHORITY 
TO MAKE NONCAREER EXECUTIVE AS¬ 
SIGNMENT 

Department of Agriculture 

Under authority of section 9.20 of 
Civil Service Rule IX (5 CFR 9.20), the 
Civil Service Commission revokes the 
authority of the Department of Agricul¬ 
ture to fill by noncareer executive as¬ 
signment in the excepted service the 
position of Assistant Administrator 
(Fanner Programs), Office of Assistant 
Administrator (Farmer Programs), Of¬ 


fice of Administrator, Farmers Home 
Administration. 

United States Civil Serv¬ 
ice Commission, 

James C. Spry, 

Executive Assistant to 
the Commissioners. 

• (FR Doc.76-24168 Filed 8-19-76:8:45 am] 


COMMITTEE FOR PURCHASE FROM 
THE BLIND AND OTHER SE 
VERELY HANDICAPPED 
PROCUREMENT LIST 1976 
Proposed Additions 

Notice is hereby given pursuant to sec¬ 
tion 2(a)(2) of Pub. L. 92-28; 85 Slat. 
77, of the proposed additions of the fol¬ 
lowing commodities to Procurement List 
1976, November 2£, 1975 (40 FR 54742*. 
Class 1560 

Wire Bundles; 1560-00-826-7752 BP. 1560- 
00 -974-5276 BF,1560-00-974-5275 BF. 

Class 8315 

Sewing Kit, Army Class 1, 8315-00-889 3632 
Sewing Kit. Air Force 8315-00-816-5905. 

Comments and views regarding the 
proposed additions may be filed with the 
Committee on or before September 20, 
1976. Communications should be ad¬ 
dressed to the Executive Director, Com¬ 
mittee for Purchase from the Blind and 
Other Severely Handicapped. 2009 Four¬ 
teenth Street North, Suite 610, Arling¬ 
ton. Virginia 22201. 

This notice is automatically cancelled 
on or before February 20. 1977. 

By the Committee. 

C. W. Fletcher. 
Executive Director. 

|FR Doc.76-24460 FUed 8-19 76:8:45 am| 


PROCUREMENT LIST 1976 
Addition to Procurement List 

Notice of Proposed Additions to Pro¬ 
curement List 1976, November 25, 1975 
(40 FR 54742) of the commodities listed 
below were published in the Federal 
Register on iday 28. 1976 (41 FR 
21855). 

After consideration of all of the rele¬ 
vant data presented, the Committee has 
determined that the commodities listed 
below are suitable for procurement by 
the Government under Pub. L. 92-28, 85 
Stat. 77. Accordingly, they are hereby 
added to the Procurement List. 

Class 7105 

Frame. Picture. Food (SH), 7105 00-053 

0170, 7105-00-061-5834. 7105-00-052 869* 

7106-00-052-8695. 

The above for GSA Supply Distribu¬ 
tion facilities in Regions 1 thru 7 only. 

By the Committee. 

C. W. Fletcher. 

Executive Director 

I FR Doc.76 24461 Filed 8-19-76;8:45 am| 
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COUNCIL ON ENVIRONMENTAL 
QUALITY 

ENVIRONMENTAL IMPACT STATEMENTS 
Availability 

Environmental impact statements re¬ 
ceived by the Council on Environmental 
Quality from August 9 through Au¬ 
gust 13, 1976. The date of receipt for 
each statement is noted in the statement 
summary. Under Council Guidelines the 
minimum period for public review and 
comment on draft environmental impact 
statements is forty-five (45) days from 
this Federal Register notice of avail¬ 
ability. <October 4,1976) 

The thirty (30) day period for each 
final statement begins on the day the 
statement is made available to the Coun¬ 
cil and to commenting parties. 

Copies of individual statements are 
available for review from the originating 
agency. Back copies will also be avail¬ 
able at cost from the Environmental Law 
Institute, 1346 Connecticut Avenue, 
Washington, D.C. 20036. 

Departof Agriculture 

Contact: Coordinator of Environmental 
Quality Activities, Ofllce of the Secretary. U.S. 
Department of Agriculture, Room 359-A. 
Washington, D.C. 20250, (202) 447-5905. 

FOREST SERVICE 

Draft 

Grande Ronde Planning Unit, several 
counties in Oregon, August 10: Proposed Is 
the allocation of approximately 448,000 acres 
of Wallowa-Whitman and Umatilla National 
Forests near the headwaters of the Grande 
Ronde River to a pattern of land use. Man¬ 
agement plans Include allocation of lands 
for wood fiber and forage, big game winter 
range, roadless recreation management, and 
wilderness. Those adverse effects which are 
most noticeable will be caused by manipula¬ 
tion of vegetation (290 pages). (ELR Order 
No. 61158.) 

Mt. Hood National Forest Timber Manage¬ 
ment Plan, several counties in Oregon, Au¬ 
gust 12: The proposed action Is the Imple¬ 
mentation of a revised ten year Timber 
Mangement Plan for the Mt. Hood National 
Forest. Intensive forest management activi¬ 
ties will allow each acre treated to more 
nearly achieve its productivity, enabling 
greater harvest during the plan period. Ad¬ 
verse impacts Include degradation of air, ero¬ 
sion of the sod, and changes In the timber 
stand structure, the microclimate and the as¬ 
sociated plant relationship (105 pages). (ELR 
Order No. 61178.) 

Flaming Gorge National Recreation Area. 
Utah and Wyoming, August 11: Proposed is 
a management plan for the Flaming Gorge 
National Recreation Area (NRA), Ahsley Na¬ 
tional Forest, In Daggett County, Utah and 
Sweetwater County, Wyoming. The NRA In¬ 
cludes 185,645 net acres of National Forest 
land. The proposed mix of uses and land 
practices Is directed toward encouraging and 
providing varied recreation opportunities. 
Most adverse effects are of short duration 
and will involve stability, esthetics, and 
vegetation (230 pages). (ELR Order No. 
61174.) 

Final 

Santa Catalina Planning Unit, Colorado 
National Forest, Pima and Pinal Counties, 
Arlz„ August 10: This statement presents a 
number of land-use alternatives for the Man¬ 
agement of Santa Catalina Unit. Colorado 

a * ona l Forest. The alternatives include fur¬ 


ther development of recreation facilities to 
provide for the increasing population of the 
area as well as preservation of scenic quality 
(194 pages). Comments made by: USDA. DOI, 
EPA. State and local agencies and concerned 
citizens. (ELR Order No. 61157.) 

Caney Unit Plan, Kls&tchie National For¬ 
est. Claiborne and Webster Counties. La.. 
August 10: The statement concerns the len 
year management plan for the Caney Unit, 
Kisatchie National Forest. The plan includes 
timber harvesting and regeneration of 366 
acres, management of wildlife habitat 
through coordination of timber-wildlife 
management activities, development of rec¬ 
reation facilities, construction or recon¬ 
struction of 9 miles of road, prescribed burn¬ 
ing of 4,500 acres for wildlife, timber, and fire 
control activities, and the management of 
Middle Fork Bayou D’Arbonne as a Scenic 
River (108 pages). Comments made by: DOI. 
USDA, EPA. State and local agencies and con¬ 
cerned citizens. (ELR Order No. 61163.) 

Ottawa National Forest Timber Manage¬ 
ment Plan. Gogebic County. Mich., August 
10: This statement describes the economic, 
social, and ecological effects of managing 
the timber resources on the Ottawa National 
Forest for the period July 1. 1976 through 
June 30.1983. These effects would result from 
harvesting an estimated 185 million cubic 
feet of sawtimber and roundwood. the plant¬ 
ing of approximately 16,300 acres and natural 
regeneration on 125,000 acres, conducting 
timber stand Improvement on about 102,000 
acres, carrying out a tree Improvement pro¬ 
gram and constructing and improving roads 
needed for harvesting operations (232 pages). 
Comments made by: EPA. DOI. USDA. State 
and local agencies and concerned citizens. 
(ELR Order No. 61162.) 

Chauga Unit Plan. Sumter National Forest, 
Oconee County, 8.C., August 11: The state¬ 
ment discusses the proposed management 
plan for Chauga Unit, Sumter National For¬ 
est, located in Oconee County. South Caro¬ 
lina. The unit contains 40,200 acres of Na¬ 
tional Forest land. Adverse impacts will be 
to wildlife, water quality, soils, vegetative 
cover, and aesthetics due to timber harvest, 
road and trail construction, recreational use, 
and motor vehicles (119 pages). Comments 
made by: USDA, DOT. EPA, State agencies, 
and concerned Individuals. (ELR Order No. 
61173.) 

Quinault Unit Plan, Olymolc National For¬ 
est, Grays Harbor and Jefferson Counties, 
Wash., August 11: Proposed Is the Implemen¬ 
tation of a comprehensive land use plan for 
the 151,960 acre Quinault Planning Unit, 
Olympic National Forest. Included In the 
plan Is the allocation of three additional new 
sites to developed recreation. Management of 
the timber resource is provided for on the 
productive commercial forest land of the 
Unit when not otherwise allocated (237 
pages). Comments made by: DOI, COE. HUD, 
EPA, State and local agencies, and concerned 
citizens. (ELR Order No. 61171.) 

SOIL CONSERVATION SERVICE 

Final 

Buckhorn-Mesa Watershed; Maricopa and 
Pinal Counties, Ariz.. August 10: The water¬ 
shed protection and flood prevention project 
consists of the construction of five floodwater 
retarding dams for the purpose of flood con¬ 
trol and increased efficiency of irrigation wa¬ 
ter use. Construction activity will result in 
loss of 164 acres of desert riparian and 799 
acres of desert upland vegetation. Installa¬ 
tion of the structures will require the reloca¬ 
tion of four families (209 pages). Comments 
made by: USDA. COE, DOC. HEW. HUD. DOI, 
DOT. EPA. A HP, State and local agencies, 


and concerned citizens. (ELR Order No. 
61154.) 

Deparmknt of Defense 
army 

Final 

Army Electronics Research and Develop¬ 
ment Command, August 13: The action un¬ 
der consideration is the formation of a new 
command to integrate many of the common 
research activities of the U.S. Army Elec¬ 
tronics Command and the Harry Diamond 
Laboratories. It will also consolidate re¬ 
lated activities of the Electronics Command 
and the Army Security Agency. The action 
will reduce and consolidate physical location 
to varying degrees depending upon which of 
the ten alternatives is cho«en. T n addition, 
the action will result in a civilian employ¬ 
ment reduction ranging from 366 to 614 Jobs. 
Adverse effects of the act»on Include socio¬ 
logical, economic, and transportation im¬ 
pacts at the 11 site* (3 vol*.). Comments 
made by: DOT. USDA USAF. DOD, DOL 
DLAB. USN. EPA. State and local agencies, 
and concerned Individual*. (ET R Order No. 
61191.) 

Department of Dffense 
army CORPS 

Contact: Dr. C. Grant Ash, Office of Envi¬ 
ronmental Policy Development. Attn: DAEN- 
CWR-P. Office of the Chief of Engineers. U.S. 
Army Corps of Engineers. 1000 independence 
Avenue SW„ Washington. D.C. 20314, 202- 
093-6796. 

Draft 

Kanopolis Lake, Kansas, operation and 
maintenance Ellsworth, McPherson, and 
Saline Counties. Kans., August 13: Proposed 
is the continued operation and maintenance 
of Kanopolis Lake, located In Ellsworth, 
McPherson, and Saline Counties, Kansas. The 
plan Includes water control operations, and 
operation and maintenance of project land 
and water resources. A major adverse effect 
Is related to flood control operations. Shore¬ 
line erosion, disruption of recreation use and 
damage to project roads and recreation areas 
result from these fluctuations (Kansas City 
District) (100 page* 1 ). IE* R Order No. 61186.1 

Tittabawassee River Flood Control (2). 
Midland County Mich., August 12: This 
statement is a revM^n of a draft E T S filed 
with CEQ December 30. 1974. It refers to the 
proposed plan for alleviation of flooding on 
the Tittabawa^ee River at Midland, and 
consists of the permanent evacuation of 
residential and commercial «tructures in two 
areas designated as "A** and ~B M respectively. 
A total of 115 structure* would be purchased 
and removed from the two areas. Adverse 
effects are associated w’th the necessity for 
residents to give un familiar surroundings 
and a pattern and r»ace of life that may not 
bo regained {Detroit. District) (135 pages). 
(ETR Order No. 6M84.) 

Cazenovia Creek Watershed, Flood Man¬ 
agement (2), New York. August 12: Tills 
revised draft proposes both structural and 
non-structuml features for flood control and 
related purposes on Cazenovia Creek, New 
York. Non-structural measures include flood 
plain management and participation In the 
National Flood Insurance Program. The 
structural flood protection measure would 
incude an ice retention structure in West 
Seneca to reduce ice-affected flood stages in 
specified reaches. Adverse effects include 
clearing of 15 acres and damage caused by 
ice scour. The Ice retention structure would 
have some probable impact upon stream- 
life and water quality. (Buffalo District) 
(125 pages). (ELR Order No. 61181.) 

Chehalis River Flood Control (2). Grays 
Harbor County, Wash., August 12: Tills re- 
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vised draft presents potential effects of a 
proposed flood control project located at 
Cosmopolls and south Aberdeen. Washington. 
The proposed project consists of a levee sys¬ 
tem which would protect 1,318 acres of flood 
plain lands at the head of Grays Harbor. 
Temporary adverse effects would be associat¬ 
ed with construction activities such as 
traffic disruption, noise, and unsightly stock¬ 
piles of materials (Seattle District) <107 
pages). (ELR Order No. 61180.) 

Final 

John Martin Dam and Reservoir. Arkan¬ 
sas River. Bent County. Colo., August 11: 
This statement concerns the identification 
of those impacts resulting from the con¬ 
tinuing operation and maintenance program 
at John Martin Dam and Reservoir and the 
anticipated effects resulting from implemen¬ 
tation of the updated John Martin Master 
Plan (November 1974). Adverse effects have 
been the development of sterile sediment 
beds, erosion of the shoreline and barren 
sediment beds, and some inundation of vege¬ 
tation (Albuquerque District) (152 pages). 
Comments made by: USDA, HEW DOT. EPA, 
PEA. FPC, A HP, and DOI. (ELR Order No. 
61169.) 

OG&E Generating Stations, Units 4 & 5 
(Permit), Muskogee County. Okla.. August 
11,: Oklahoma Gas and Electric Company has 
applied for USA permits for proposed con¬ 
struction of an addition of two 515.000 kilo¬ 
watt net generating units and appurtenant 
structures to its existing generating station. 
The structures will be located on and in the 
Arkansas. Grand, and Verdigris Rivers near 
the town of Muskogee. Oklahoma. The pro¬ 
posed power plant would convert approxi¬ 
mately 720 acres of agricultural land and 
wildife habitat to industrial use. Chemically 
treated storm water runoff from the coal 
storage area, treated plant wastes, and heated 
cooling tower blowdown will be discharged 
(Tulsa District) (262 pages). Comments 
made by: EPA. HEW. USDA. DOI. A HP, DOT. 
State agencies, and local officials. (ELR Order 
No. 61168.) 

Lock Haven Flood Protection Project, 
Pennsylvania, August 11: The project in¬ 
volves the construction of a wall and earth 
levee system along the West Branch of the 
Susquehanna River and Bald Eagle Creek to 
protect the City of Lock Haven. Pennsyl¬ 
vania. Adverse impacts include the loss of 
an unrestricted view of the river, visual 
change to the setting of the historic Water 
Street district, loss of some trees and the 
resultant reservations of the citizens con¬ 
cerning the project (Baltimore District) (269 
pages). Comments made by: EPA. USDA, 
DOT. HEW. DOI, HUD, and State agencies. 
(ELR Order No. 61175.) 

Oceana Local Flood Protection Project (2). 
Wyoming County, W. Va.. August 11: The 
statement refers to a Local Protection Proj¬ 
ect at Oceana, West Virginia. Proposed is 
the widening of 25,000 feet of channel for 
the purpose of flood control at Oceana. Two 
sediment retention basins will also be built. 
The project will displace 13 homes and out¬ 
buildings and destroy some vegetation and 
associated wildlife habitat (Huntington Dis¬ 
trict) (150 pages). Comments made by: DOI. 
EPA. DOT. USDA. and State agencies. iELR 
Order No. 61170.) 

Energy Research and Development Admin. 

Contact: Mr. W. Herbert Pennington, Office 
of Assistant Administrator, E-201. ERDA, 
Washington. DC. 20545. 301-973-4241. 

Final 

Intense Neutron Source Facility. Los 
Alamos, Sandoval County, N. Mex., August 
10: Proposed is the construction and opera¬ 
tion of a deuterium-tritium gas target in¬ 
tense neutron source at the Los Alamos Sci¬ 


entific Laboratory in Los Alamos. New Mex¬ 
ico. The purpose of the proposed facility is to 
provide an experimental neutron radiation 
facility providing a neutronic environment 
similar to that anticipated in a fusion power 
reactor. The proposed project consists of the 
design and construction of the experimental 
facility and building, the connecting corridor 
and support facilities necessary to the proj¬ 
ect. Adverse effects Include liquid waste dis¬ 
charges which consist primarily of cooling 
tower blowdown during operations, and con¬ 
struction disruption (230 pages). Comments 
made by: NRC, USDA, DOT. DOC, DOI, NSF, 
EPA. and State agencies. (ELR Order No. 
61156.) 

Environmental Protection Agency 

Contact: Ms. Rebecca W. Hanmer, Director. 
Office of Federal Activities. Room WSMW 537. 
401 M Street. S.W., Washington, D.C. 20460, 
202-755-0780 (stop 460). 

Draft 

Metro Denver Wastewater Sludge Manage¬ 
ment, Adams County, Colo., August 10: The 
Metropolitan Denver Sewage Disposal District 
No. 1 has proposed to construct the necessary 
facilities to transport sludge to a site in 
Adams County. Colorado, for air drying In 
earthen basins, stockpiling In above-ground 
windows, and distributing to the farming 
community to be reused on land for growing 
crops. Adverse effects of varying degree will 
result at the sludge drying and distribution 
center, at the sludge reuse areas, and at the 
Lowry Bombing Range sludge disposal area 
(Region VTII) (378 pages). (ELR Order No. 
61161.) 

Greeley Region Wastewater Management. 
Weld County, Colo., August 13: Proposed is 
the granting of funds to Greeley, Colorado 
for the construction of wastewater treatment 
facilities. The City of Greeley has recom¬ 
mended the building of a regional wastewater 
treatment facility in the Delta agricultural 
area east of the city near the confluence of 
the Cache La Poudre and South Platte Rivers. 
A total of eight alternative plans are being 
considered. Impact analysis focuses on odor, 
plant location, flooding, effluent/sludge dis¬ 
posal. and the potential for induced popula¬ 
tion growth (Region VIII) (210 pages). (ELR 
Order No. 61189.) 

Jerome Wastewater Facilities Project, 
Jerome County. Idaho, August 11: Proposed is 
the provision of an adequate wastewater 
treatment and disposal program for the city 
of Jerome, Idaho. The plan would expand the 
service area from 1.170 acres to 5,030 acres to 
accommodate the projected increases In pop¬ 
ulation from 5,625 to 12,000 residents by the 
year 1995. Negative impacts are subject to the 
alternative selected (135 pages). (ELR Order 
No. 61176.) 

Final 

Olentangy Treatment Plant, Interceptor 
System, Delaware County, Ohio, August 10: 
Proposed is the construction in South-Cen¬ 
tral Delaware County, between state route 
315 and the Olentangy River of a sewage 
treatment plant of 1.5 MGD to be expanded 
to 3.0 MGD by the end of the 20 year plan¬ 
ning period. The treatment process is a two- 
stage activated sludge facility, including 
phosphorus removal measures and tertiary 
rapid sand Alters. The facility will discharge 
to the Olentangy River at Franklin County, 
Ohio, below the 1-270 interchange in the 
vicinity of Longfello Ave. (415 pages). Com¬ 
ments made by: DOI, and COE. State and 
local agencies, and concerned citizens. (ELR 
Order No. 61153.) 

Department of HUD 

Contact: Mr. Richard H. Broun, Director, 
Office of Environmental Quality, Room 7258, 
451 7th Street, SW„ Washington, D.C. 20410, 
202-765-6308. 


Draft 

Los Rios Subdivision, Plano, Plano and 
Collins Counties, Tex., August 12: The pro¬ 
posed action is for HUD to accept for HUD 
FHA mortgage Insurance purposes, the 675 
acre Los Rios Subdivision located in Plano, 
Texas. When completed, in approximately 6 
years, the subdivision will contain 1,156 sin¬ 
gle family homes plus some attached single- 
family and multi-family housing and shop¬ 
ping and recreational facilities. Adverse ef¬ 
fects would be the removal of agricultural 
land from production and an increased de¬ 
mand for fossil fuels through heavy de¬ 
pendence on automobiles for transportation 
(86 pages). (ELR Order No. 61185.) 

Section 104(h) 

The following are Community Develop¬ 
ment Block Grant statements prepared and 
circulated directly by applicants pursuant 
to section 104(h) of the 1974 Housing and 
Community Development Act. Copies may 
be obtained from the office of the appropri¬ 
ate local chief executive. (Copies are not 
available from HUD). 

Final 

Industrial Park, St. Johnsville, Montgom¬ 
ery County, N.Y., August 10: The Village of 
St. Johnsville plans to develop an industrial 
park of approximately 25 acres using $175.- 
000 of HUD Community Development Block 
Grant Discretionary funds. The site, located 
in the southern sector of the Village, is 
bounded by the Penn Central Railroad on 
the north, the new Bridge Street bridge on 
the east, the New York State Barge Canal on 
the south, and Zimmerman Creek on the 
west. Adverse effects are expected to he 
minimal (108 pages). Comments made by: 
EPA, DOC. DOT, and State agencies. (ELR 
Order No. 61162.) 

Interstate Commerce Commission 

Contact: Mr. Richard Chals, Supervisory 
Attorney Advisor for the Environmental 
8taff, Room 2370. 12th St. and Constitution 
Ave. NW.. 202-343-2086. 

Draft 

Transportation of Recyclable Material. 
Freight Rates. August 11: The Interstate 
Commerce Commission has instituted a 
comprehensive Investigation of discrimina¬ 
tory rail freight rates for the transportation 
of recyclable or recycled materials. This EIS 
analyzes (1) whether the rate structure per 
se has a significant effect on the relative 
utilization of recyclable and competing vir¬ 
gin materials and (2) whether general rail 
freight rate Increases granted by the Com¬ 
mission in response to requests from the 
nation's railroads have a significant effect 
on relative utilization (220 pages). (ELR Or¬ 
der No. 61172.) 

Department of Labor 
occupational safety and health 

ADMINISTRATION 

Final 

Coke Oven Emissions Standard. August 
13: Proposed Is the promulgation of an oc¬ 
cupational health standard regulating the 
exposure of employees to coke oven emis¬ 
sions. Such a standard would include pro¬ 
vision for a permissable level of exposure, 
employee exposure measurements, methods 
of compliance, respiratory protection, per¬ 
sonal protective equipment, hygiene facili¬ 
ties and practices training, signs and labels, 
medical surveillance, regulated area, and 
recordkeeping. The statement indicates no 
significant effects on the environment ex¬ 
ternal to the workplace (125 pages) . Com¬ 
ments made by: EPA, HEW. USA: DGi 
DLAB. ERDA. and DOL (ELR Order No. 
61190.) 
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Nuclear Regulatory Commission 

Contact: Mr. Benard Rersche. Director of 
Division of Reactor Licensing, P-722, NRC, 
Washington, D.C. 20555, (301) 492-7373. 

Draft 

Phipps Bend Nuclear Plant. Units 1 and 2. 
Hawkins County, Tenn., August 11: Proposed 
is the issuance of construction permits to 
the Tennessee Valley Authority for the con¬ 
struction of the Phipps Bend Nuclear Plant 
units 1 and 2. The plant will employ two boil¬ 
ing water reactors to produce up to 3579 
megawatts thermal (MWt) from each unit, 
steam turbine generators will use this heat 
to provide 1233 MWe of electrical power ca¬ 
pacity. The exhaust steam will be cooled by 
natural-draft cooling towers. Adverse effects 
include disturbance of 406 acres (225 pages). 
IELR ORDER No. 61165.) 

Koshkonong Nuclear Plant. Units 1 and 2. 
Jefferson County, Wis.. August 13: Proposed 
is the issuance of construction permits to the 
Wisconsin Utilities Project for the construc¬ 
tion of the Koshkonong Nuclear Plant, units 
1 and 2. The plant will employ two pressur¬ 
ized water reactors to produce a nominal 2775 
MWt from each unit. Steam turbine genera¬ 
tors will use this heat to provide 999 MWe 
of electrical power capacity per unit. The ex¬ 
haust steam will be cooled by natural-draft 
cooling towers. Adverse effects Include the 
taking of a 1109 acre site which is predomi¬ 
nantly cropland with some forest (215 pages). 
(ELR ORDER No. 61187.) 

Final 

Indian Point Unit No. 2, Westchester 
County. N.Y. August 12: The proposed action 
is the Issuance of an amendment to the Fa¬ 
cility Operating License held by Consolidated 
Edison Company of New York for Indian 
Point Unit No. 2. Under conditions of the 
operating license, the licensee is required to 
terminate once-through cooling at unit No. 2 
by May 1, 1979 and to operate thereafter with 
a closed cycle cooling system. This statement 
considers the information developed by the 
staff in making its independent evaluation 
and analysis of alternative closed cycle cool- 
ing systems (355 pages). 

Comments made by: EPA, FPC, HUD. DOI. 
DOC. USDA, USCG, NRC. state and local 
agencies, concerned citizens. (ELR ORDER 
No 61179.) 

Department of Transportation 

Contact: Mr. Martin Convlsser. Director, 
Omce of Environmental Affairs. U.S. Depart¬ 
ment of Transportation, 400 7th Street. 8.W., 
Washington, D.C. 20590, (202 ) 426-4357. 

federal aviation administration 

Draft 

Chemung County Airport, Big Flats, Che¬ 
mung County, N.Y., August 13: Proposed is a 
project for various improvements at the 
Chemung Country Airport near Elmira. N.Y. 
Project plants call for the following: (1) 
extension and strengthening of runway 6-24, 
(2) extension of parallel taxi way, (3) reloca¬ 
tion of NAV-AJDQ. (4) acquisition of 161 
acres for clear zones, (6) relocation of a 
creek, (6) installation of new runway and 
taxiway lighting, and (7) the removal and 
replacement of approach lighting. Adverse 
effects include loss of approximately 21 acres 
oi farmland, and the relocation of two fami¬ 
nes (lio pages). (ELR ORDER No. 61188.) 

Erie International Airport Runway Exten¬ 
sion Erie County. Pa., August 11: Proposed 
if. the construction of a 500 ft by 150 ft flexi- 

e pavement extension of runway 6-24 to the 
Jr* 1 - Erle International Airport, Pa. Plans 
* or Installation of medium In¬ 
tensity runway lighting along the extension, 
the realignment of Powell Road, and the 
relocation of threshold lighting at the % 24 


end of the runway. Adverse effects Include 
the dislocation of 12 families, and the con¬ 
version of approximately 3.6 acres of resi¬ 
dential property to commercial airport use 
(229 pages). (ELR ORDER No. 61166.) 

Ocean Shores Airport master plan. King 
County. Wash.. August 11: The proposed ac¬ 
tion Involves the acquisition of land (67 
acres) and the construction of a new utility 
airport in Ocean Shores, Wash. The site is 
located on the east side of the Ocean Shores 
Peninsula, on the shore of the North Bay 
which Is a northerly extension of Grays Har¬ 
bor. Adverse effects include loss of wildlife 
habitat on the site itself, disturbance of 
some wildlife species adjacent to the site, 
and loss of that portion of the ecotional sys¬ 
tem which lies within the site boundaries 
(220 pages). (ELR Order No. 61167.) 

Final 

Loop 390, U.S. 80 to U.S. 59, Marshall, Har¬ 
ris County, Texas. August 12: The proposed 
action Is the construction of grading, struc¬ 
tures, base and surfacing o.i Loop 390 around 
Marshall. Texas. The project begins at U.S. 
80 west of Marshall, crosses U.S. 59 north of 
Marshall, and terminates at 1-20 southeast 
of Marshall. The 11.8 mile project Is on new 
location. Adverse effects of the project are 
displacements of as many as 6 businesses 
(ind 64 families, and the commitment of some 
natural resources (123 pages). 

Comments made by: DOT, HEW, COE. 
USDA, DOI. EPA. state agencies, and con¬ 
cerned individuals. (ELR Order No. 61183.) 

Federal Highway Administration 
Draft 

1-94 Berrien Business Loop. Berrien 
County, Mich., August 11: The proposed ac¬ 
tion is the second phase of a two phase inter¬ 
mediate traffic solution project and the initial 
phase of a possible three phase long range 
plan for 1-94 in Berrien County, Mich. The 
plan would further upgrade the business 
route from 1-94 south of St. Joseph North 
to the St. Joseph River crossing and east to 
194 northeast of Benton Harbor. Four pos¬ 
sible alignments are considered as part of 
the project and adverse effects vary accord¬ 
ing to the alternative selected (569 pages). 
(ELR Order No. 61177.) 

Sprain Brook Parkway, Westchester 
County, N.Y., August 10: The proposed proj¬ 
ect is the extension of the Sprain Brook 
Parkway from the Cross Westchester Express¬ 
way (CWE) (1-287) northerly to the Haw¬ 
thorne Interchange, a distance of 2.7 miles. 
This project originates in the Village of Elms- 
ford at the interchange with CWE and con¬ 
tinues northerly until it passes under Grass¬ 
lands Rd. about 600 ft. west of the Bradhurst 
Ave.-Knoilwood Rd. intersection. The project 
terminates about 1,000 ft north of North 
Hospital Rd. after passing under it. The pro¬ 
posed section would be the third and final 
section, completing the Parkway. Subject to 
the alternate chosen, 8 to 46 residences will 
be displaced (Region 1) (158 pages). (ELR 
Order No. 61151.) 

1-480 and S.R. 252, Ohio Turnpike to SR. 
176, Lorain and Cuyahoga Counties, Ohio, 
August 10: The proposed action Involves con¬ 
struction of approximately 18 miles of 1-480 
located In Lorain and Cuyahoga Counties. 
Also to be Included with the interstate proj¬ 
ect is a relocation of State Route 252. The 
relocation is proposed from the south cor¬ 
poration limit of the City of North Olmstead 
where it crosses existing SR. 252 northerly 
to 1-480. Adverse effects include the taking 
of private and public lands for right-of-way 
use, noise level Increases during construc¬ 
tion, and existing water course disturbance 
(Region 6), (120 pAges). (ELR Order No. 
61164.) 


Final 

Hohok&m Expressway. Ariz.. Maricopa 
County, Ariz., August 12: Proposed is the 
construction of 2.48 miles of S.R. 143, locally 
known as Hohokam Freeway, or Hohokam 
Expressway, in the cities of Phoenix and 
Tempe. Ariz. The project will interchange 
with Interstate Highway 10 and will Inter¬ 
sect at-grade with arterial streets. Adverse 
Impacts include slight increases in air and 
noise pollution (457 pages). 

Comments made by: DOT. EPA, DOC. DOI. 
HEW. HUD, State and local agencies, con¬ 
cerned individuals. (ELR Order No. 61182.) 

Supplement 

S.R. 44. from San Ysldro North (S-l), 
Sandoval County, N. Mcx.. August 10: Tills 
statement is a supplement to a Final Envi¬ 
ronmental Impact Statement on S.R. 44, filed 
with CEQ In May of 1974. The supplemental 
project FF-033-l(17) consists of upgrading a 
2 lane section of State Road 44 from 2.6 
miles south of San Ysidro North in Sando¬ 
val County, N. Mex. Environmental impacts 
include change in land use for about 50 
acres of new right of way (10 pages). (ELR 
Order No. 61155.) 

U.S. Route 7, Sunderland to Manchester 
(S-l), Mennington County, Vt.. August 10; 
This supplement is the 4(f) section of a 
Final EIS filed with CEQ in February 1973. 
The project begins in Sunderland approxi¬ 
mately 1.75 miles northeast of the Glasten- 
burg-Sunderland town line and extends ap¬ 
proximately 10 miles north on relocation to 
its Junction with Vermont 11 east of Man¬ 
chester Center. The 4(f statement concerns 
the environmental impacts to Lye Brook 
Wilderness Area (85 pages). (ELR Order No. 
61160.) 

Gary L. Widman, 

General Counsel. 

IFR Doc.76~24451 Filed 8-19-76:8:45 am] 


ENVIRONMENTAL IMPACT STATEMENTS 
Availability 

Correction 

In FR Doc. 76-22879 appearing on page 
32243 in the issue for Friday, August 6. 
1976 the following correction should be 
made: On page 32945, In the middle 
column, the word “Final” should be in¬ 
serted above the first full paragraph be¬ 
ginning “SR 53, Rome to Calhoun” to 
indicate that the listings following are 
not drafts. 


COUNCIL ON WAGE AND PRICE 
STABILITY 

STUDY OF FEDERAL REGULATION OF 
STEEL INDUSTRY 

Meeting 

The Council and the National Center 
are jointly sponsoring a study of the total 
impact of Federal regulations which ap¬ 
ply directly to the steel manufacturing 
industry. This Federal Register notice 
is to announce a public meeting on Sep¬ 
tember 8. 1976, to discuss the progress 
being made in thLs study and certain 
preliminary findings. An earlier Federal 
Register notice (41 FR 13982) described 
the scope of this study, and an initial 
public meeting was held on April 28, 1976 

Preliminary drafts of two parts of the 
study will be available for discussion at 
the meeting: a catalog of existing Federal 
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regulations that have a direct impact on 
the steel industry, and a critical appraisal 
of existing studies of the costs and bene¬ 
fits (to steel producers, employees, con¬ 
sumers, and the general public) of these 
regulations. The specific agenda and 
draft documents for this meeting will be 
available about August 25. 

The meeting will be held on September 
8. 1975, at 9:00 a m. in Room 2010 of 
the New Executive Office Building. 726 
Jackson Place, NW., Washington, D.C. 
20506. Persons interested in attending 
this meeting, or receiving the agenda 
and draft documents mentioned above, 
should contact Mr. Morris Feibusch. at 
the Council on Wage and Price Stability, 
Room 4013, New Executive Office Build¬ 
ing. 726 Jackson Place, NW.. Washing¬ 
ton. D.C. 20506, telephone <202) 456- 
6757. 

William Lilley III. 

Acting Director , Council on 
Wage and Price Stability. 

George Kuper. 

Executive Director. National 
Center for Productivity and 
Quality of Working Life. 

[FR Doc.76-24462 Filed 8-19-76; 8:45 amj 


ENVIRONMENTAL PROTECTION 
AGENCY 

(OPP-42029 (FRL 603-1 )| 

STATE OF NEW MEXICO 

Submission of State Plan for Certification 
of Pesticide Applicators 

In accordance with the provisions of 
Section 4(a)(2) of the Federal Insecti¬ 
cide, Fungicide, and Rodenticide Act 
(FIFRA), as amended (86 Stat. 973; 7 
U.S.C. 136) and 40 CFR Part 171 (39 FR 
36446 (Oct. 9, 1974) and 40 FR 11698 
(March 12, 1975)), the Honorable Jerry 
Apodaca, Governor of the State of New 
Mexico, has submitted a State Plan for 
Certification of Pesticide Applicators to 
the Environmental Protection Agency 
(EPA). 

Notice is hereby given of the intention 
of the Regional Administrator, EPA, Re¬ 
gion VI, to approve this plan. 

A summary of the Plan follows. The 
entire plan, together with all attached 
appendices, except for sample examina¬ 
tion questions, may be examined during 
normal business hours at the following 
locations: 

New Mexico Department of Agriculture. Office 
of the Director. New Mexico Department of 
Agriculture Bldg., New Mexico State Uni¬ 
versity, Room 114, 3189 Esplna, Las Cruces. 
New Mexico 88003. 

U.S. Environmental Protection Agency. Air & 
Hazardous Materials Division. Pesticides & 
Hazardous Materials Branch. 1600 Patter¬ 
son, Room 1107, Dallas. Texas 76201. 
Phone; 214-749-1121. 

U.S. Environmental Protection Agency, Fed¬ 
eral Register Section. Technical Services. 
Division (WH-569). Office of Pesticide Pro¬ 
grams, East Tower. Waterside Mall. Room 
401. 401 M Street SW.. Washington. D.C. 
24060, Phone: 202-755-4864. 

Summary of New Mexico State Plan 
The New Mexico Department of Ag¬ 
riculture has been designated the State 


Lead Agency responsible for adminis¬ 
tering the plan throughout the State 
and is solely responsbile for certifying all 
applicators of restricted use pesti¬ 
cides. 

Cooperating agencies are the New 
Mexico State University Cooperatve Ex¬ 
tension Service and the New Mexico 
Environmental Improvement Agency. 
The Cooperative Extension Service will 
assume the role of the training agency 
and will w f ork with the New Mexico De¬ 
partment of Agriculture to coordinate 
training programs for commercial and 
private pesticide applicators. The New 
Mexico Environmental Improvement 
Agency will assist in training applicators 
in the category of Public Health Pest 
Control and will cooperate in investiga¬ 
tion of pesticide accidents. 

Legal Authority for the program is 
contained in the New Mexico Pesticide 
Control Act (Chapter 45, Article 25, Sec¬ 
tions 1 through 39. New Mexico Statutes 
Annotated 1963 Compilation), and Reg¬ 
ulatory Order No. 3 which are attached 
to the plan. 

The Plan indicates that the State Lead 
Agency and cooperating agencies, to¬ 
gether with grants from EPA. have suf¬ 
ficient funds and personnel necessary to 
carry out the program. 

The New Mexico Department of Agri¬ 
culture will provide an annual report to 
EPA on October 21, and other reports 
will be provided to EPA as requested. 

The State of New Mexico has defined 
two classes of applicators who are com¬ 
mercial applicators under FIFRA and 
who will be subject to commercial appli¬ 
cator certification requirements: com¬ 
mercial pesticide applicator (an appli¬ 
cator who engages in the business of ap¬ 
plying pesticides to land not owned or 
occupied by him); and public pest man¬ 
agement consultant (a public employee 
who, in the course of his official duties, 
supervises the use of pesticides). Here¬ 
inafter, as used in this Notice, the term 
“commercial applicator’* shall include 
and mean the above two classes of appli¬ 
cators. 

The commercial applicator categories 
proposed are those listed in 40 CFR 171.3. 
Subcategories proposed are as follows: 

1. Agricultural Pest Control 
-(1) Plant 

(a) Agricultural Pests 

(b) Agricultural Weeds 
(11) Animal 

3. Ornamental and Turf Pest Control 

(a) Insecticides and Fungicides 

(b) Herbicides 

7. Industrial. Institutional. Structural, and 

Health-Related Pest Control « 

(a) Structural Pest Control 

(b) Vertebrate Animal Control 

(e) Fumigation 

10. Demonstration and Research Pest Control 

(a) Demonstration Pest Control 

(b) Research Pest Control 

The State estimates that 1,220 com¬ 
mercial applicators and up to 10,000 pri¬ 
vate applicators will need to be certified. 
Wallet size credentials will be issued to 
all certified applicators to verify class 
and category certification as appropriate. 

Commercial applicators will be certi¬ 
fied by means of written examinations, 
one covering the general standards of 


competency (40 CFR 171.4(b) and 171.6 >. 
and one covering the specific standards 
of competency (40 CFR 171.4(c)) for 
each category or subcategory in which 
the applicator desires certification. 

Iri accordance with 40 CFR 171.7(e) 
(3), the State of New' Mexico has de¬ 
scribed its current licensing program for 
State-defined commercial applicators 
and public pest management consultants, 
and has described a pilot program con¬ 
ducted under the aegis of EPA by the 
California State Polytechnic University 
for applicators in the structural pest con¬ 
trol subcategory of category 7 above. 

However, the State has requested 
authority to certify without further dem¬ 
onstration of competency only those 
applicators who successfully completed 
the pilot program. Inasmuch as passage 
of a written examination covering the 
general standards and requisite specific 
standards of competency was required 
for successful completion of the pilot 
program, notice is hereby given of the 
intention of the Regional Administrator 
to approve the New Mexico request. 

The standards of competency for pri¬ 
vate applicators will be those set forth in 
40 CFR 171.5 and 171.6. 

Private applicators will routinely be 
certified by one of three methods: com¬ 
pletion of Extension Service-sponsored 
training which will include oral review 
questions and group discussion; self- 
study of EPA core manuals followed by 
a wTitten examination administered at 
the County Extension agent’s office and 
forwarded to the lead agency for grad¬ 
ing; and self-study through an auto- 
tutorial video cassette system available 
at the County Extension agent’s office 
followed by a written examination which 
is forwarded to the lead agency for 
grading. 

In emergency situations, a previously 
uncertified private applicator may obtain 
single piu*chase/single use certification 
by completing a written questionnaire 
administered and reviewed by an exam¬ 
ined and licensed pest management con¬ 
sultant. A copy of the questionnaire and 
user’s permit issued by the pest manage¬ 
ment consultant will be submitted to the 
lead agency for record keeping and to 
enable the lead agency to inform the 
applicator of the need and opportunities 
for obtaining full certification. 

An applicator who is unable to read 
may obtain product-specific certification 
by being tutored by a lead agency field 
inspector who will instruct the applica¬ 
tor in the safe and effective use of each 
product for which certification is de¬ 
sired. 

Sample examination questions foi 
commercial and private applicators are 
attached to the Plan. However, the State 
of New Mexico has requested that the> 
not be made available for public Inspec- 
tion, in order to maintain their confiden¬ 
tiality. The Agency has acceded to this 
request and has removed the sample 
examination questions from.the public 
inspection copies of the Plan. 

Within 60 days after final acceptance 
of the Government Agency Plan (G *\ 
by EPA, a statement concerning tne a< - 
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ceptance of GAP-qualified Federal em¬ 
ployees will be forwarded for inclusion 
in the State Plan. 

The New Mexico Department of Agri¬ 
culture will enter into cooperative agree¬ 
ments with appropriate Indian Govern¬ 
ing Bodies who choose to utilize the State 
certification program. Copies of any such 
agreements will be forwarded to EPA. 

No reciprocal agreements with other 
States are presently being considered. 
However, as certification programs in 
neighboring States are established, con¬ 
sideration will be given to reciprocal 
agreements. As agreements are con¬ 
cluded, copies will be submitted to EPA. 

Other regulatory activities conducted 
in the State of New Mexico which con¬ 
tribute to the control of pesticide use in¬ 
clude: testing and licensing as operators 
the employees of commercial pesticide 
applicators who use general and/or re¬ 
stricted use pesticides (use of the latter 
being only under the direct supervision of 
tlie certified commercial pesticide appli¬ 
cator); testing and licensing of pest 
management consultants; licensing of 
restricted use pesticide dealers; testing 
and licensing of public operators who use 
general and/or restricted use pesticides 
(use of the latter being only under the 
direct supervision of a public pest man¬ 
agement consultant); registration of 
pesticides; enforcement activities: pes¬ 
ticide sampling; pesticide equipment in¬ 
spections; and review of pesticide use in 
New Mexico by the Pesticide Advisory 
Board. 

To ensure that certified applicators 
comply with the standards for use of 
restricted use pesticides, field inspectors 
will make periodic checks on applicators, 
including as appropriate, inspection of 
records, sampling of pesticides being 
applied, and ensuring compliance with 
label and labeling directions. 

Both commercial and private applica¬ 
tors will be recertified at five year inter¬ 
vals. Commercial applicators will be 
reexamined at the end of five years unless 
they have attended not less than six 
hours of formal training approved by the 
lead agency during that period. Likewise, 
private applicators must have attended 
three hours of Extension training pro¬ 
grams during the five years or be 
examined to meet recertification require¬ 
ments. 

Public Comments 

Interested persons are invited to sub¬ 
mit written comments on the proposed 
State Plan for the State of New Mexico 
to the Chief. Pesticides Branch, Region 
VI. Environmental Protection Agency, 
1600 Patterson. Room 1107, Dallas. Texas 
75201. The comments must be received 
on or before September 20. 1976, and 
should bear the identifying notation 
OPP-42029. All written comments filed 
pursuent to this notice will be available 
lor public inspection at the above men¬ 


tioned locations from 8:30 am. to 3:30 
p.m. Monday through Friday. 

Dated: June 29, 1976. 

John C. White, 

Regional Administrator , Region 
VI . Environmental Protection 
Agency . 

[PR Doc. 76-24653. Filed 8-19-76; 8:46 am] 


[OPP—180085 (FRL 602-4) 1 

U.S. ARMY CORPS OF ENGINEERS 

Issuance of a Specific Exemption To Use 

2,4-D To Control Alligatorweed in South 

Carolina 

Pursuant to the provisions of section 
18 of the Federal Insectici de. Fu ngicide, 
and Rodenticide Act (FTFRA), as 
amended (86 Stat. 973; 7 U.S.C. 136), 
notice is hereby given that the Environ¬ 
mental Protection Agency (EPA) has 
granted a specific exemption to the U.S. 
Army Corps of Engineers (hereafter re¬ 
ferred to as the “Corps”) to use 2,4-D to 
control infestations of alligatorweed in 
five (5) waterways in South Carolina. 
This exemption was granted in accord¬ 
ance with, and is subject to, the provi¬ 
sions of 40 CFR Part 166. issued Decem¬ 
ber 3, 1973 (38 FR 33303), which pre¬ 
scribes requirements for exemption of 
Federal and State agencies for use of 
pesticides under emergency conditions. 

This notice contains a summary of cer¬ 
tain information required by regulation 
to be included in the notice. For more de¬ 
tailed information, interested parties are 
referred to the application on file with 
the Registration Division (WH-567), 
Office of Pesticide Programs, EPA, 401 M 
St., SW., Room E-315, Washington, D.C. 
20460. 

According to the corps, the uncon¬ 
trolled growth of alligatorweed has ad¬ 
versely affected navigation, flood control, 
drainage, fishing, swimming, mosquito 
control, and the maintenance of water 
quality in infested waterways, specifi¬ 
cally, portions of the North Fork Edisto 
River, the Little Pee Dee River, the 
Black River, the Black Mingo Creek, and 
the Congaree River. Alligatorweed 
(Alternanthera philoxer oides (Mart) 
Griesh) grows as a mat of vegetation in¬ 
terwoven with stems that have become 
prostrate. The nodes generally have two 
buds, each of which may sprout to pro¬ 
duce a shoot. Reproduction is by vegeta¬ 
tive means from the auxiliary buds. 
Roots may form at every node near or 
submerged in water or on moist soil. 
Equally profuse growth may be found 
when alligatorweed is completely free- 
floating, loosely attached and forming a 
mat, rooted emersed, or in a dry field. 
The greatest problems occur in streams 
and canals where dense floating mats of 
alligatorweed may block boat traffic and 
interfere with the flow of water. 


The use of mechanical weed harvest¬ 
ing devices are effective in controlling 
alligatorweed and offer the advantage of 
removing entire weed mats instead of 
killing only the above-water parts of the 
weeds. However, mechanical control is 
much more expensive than chemical 
control and is also impractical over most 
of these bodies of water because of a 
combination of current, trees, logs, and 
shallow water. Biological control agents 
are being utilized to the limit of the ca¬ 
pabilities of the three insect species 
which have been established in South 
Carolina for this purpose; they are 
Agasicles hygrophila. Amynothrips an - 
dersoni, and Vogtia malloi. 

According to the Corps, there are other 
herbicides which will control alligator¬ 
weed. but none of them are comparable 
to 2,4-D in terms of economy, low tox¬ 
icity to aquatic life, and non-persistence 
in the environment. Therefore, the Corps 
will use a total of 3,600 pounds (acid 
equivalent) of 2,4-D (2,4-Dich 1 oropl^en- 
oxyacetic acid), DMA (dimethylamine 
salt) on approximately 900 acres spread 
over 166 river miles on portions of the 
five bodies of water previously mentioned. 
This use of 2,4-D is in conjunction with 
the Cooperative Aquatic Plant Control 
Program being implemented by the 
Charleston Distict of the Corps of En¬ 
gineers. 

Areas having significant infestations 
of alligatorweed will be sprayed with a 
2,4-D formulation containing not less 
than four (4) pounds of 2.4-D acid 
equivalent per gallon. The herbicide will 
be in diluted water at a rate of fifty 
parts of water to one part of herbicide 
and applied at the rate of two to four 
pounds acid equivalent of 2.4-D per acre, 
which is adequate to control alligator¬ 
weed when used in conjunction with bio¬ 
logical control agents. Spraying opera¬ 
tions will be accomplished by a two-man 
crew: each of the two men will receive 
prior instructions as to the proper mix¬ 
ing and spraying techniques before the 
actual spraying operation begins. De¬ 
pendent upon the severity of the alli¬ 
gatorweed infestations and weather con¬ 
ditions (rain, floods, etc.), the spray crew 
will treat from one to three river miles 
per day. 

To date, there have been no significant 
adverse effects from the spraying of alli¬ 
gatorweed. The greatest potential ad¬ 
verse effect is the killing of non-target 
species of broadleaf plants. Precautions 
will be taken to minimize the killing of 
other plants. There is also the possibility 
of minor and temporary changes in water 
quality from the addition of 2,4-D to the 
water and the lowering of the dissolved 
oxygen level through the decay of dead 
alligatorweed; however, these effects are 
minimal. This herbicide treatment pro¬ 
gram should suppress the Infestations of 
alligatorweed in the affected areas with- 
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out causing any short- or long-term ad¬ 
verse environmental effects. There ap¬ 
pears to be no possibility of contamina¬ 
tion of domestic water supplies with 
2,4-D, since the only potable water source 
located downstream of a treatment area 
is about fifty (50) miles away. It should 
also be noted that a 2,4-D DMA product 
was registered on January 7, 1976. for 
control of water hyacinth in ponds, lakes, 
reservoirs, marshes, baypus, drainage 
ditches, canals, rivers, and streams that 
are quiescent or slow moving. A primary 
drinking water interim standard of 0.1 
ppm has been established for 2,4-D. 

After reviewing the application and 
other available information, EPA has 
determined that (a) a pest outbreak of 
alligatorweed has occurred; (b) there is 
no pesticide presently registered and 
available for use to control the alligator- 
weed in South Carolina; (c) there are no 
alternative means,of control taking into 
account the efficacy and hazard; (d) sig¬ 
nificant economic, environmental or 
health problems may result if the alli- 
gatorwced is not controlled; and (e) the 
time available for action to mitigate the 
problems posed is insufficient for a pesti¬ 
cide to be registered for this use. Accord¬ 
ingly, the Corps has been granted a spe¬ 
cific exemption to use the pesticide noted 
above until December 31. 1976, to the 
extent and in the manner set forth in 
the application. The specific exemption 
is also subject to the following condi¬ 
tions: 

1. A dimethylamine salt formulation 
of 2,4-D containing four (4) pounds acid 
equivalent of 2,4-D per gallon will be ap¬ 
plied from boats at the rate of two to 
-four pounds acid equivalent of 2,4-D 
per acre; 

2. The 2,4-D formulation will be di¬ 
luted at a rate of one part 2.4-D formula¬ 
tion to fifty (50) parts of water; 

3. Treated acreage is limited to 900 
acres located within those areas men¬ 
tioned and delineated on the map accom¬ 
panying the specific exemption applica¬ 
tion; 

4. A maximum of 3,600 pounds acid 
equivalent of 2,4-D may be applied, and; 

5. Personnel of the U.S. Army Corps 
of Engineers will supervise all herbicide 
applications. 

Dated: August 13,1976. 

Edwin L. Johnson. 

Deputy Assistant Administrator 

for Pesticide Programs. 

|PR Doc.76-24554 Filed 8-19-76:8:45 ami 


(OPP-30120 (FRL 602-5) ] 

PESTICIDE PROGRAMS 

Receipt of Application to Register A Pesti¬ 
cide Product Containing A New Active 
Ingredient 

Nalco Chemical Co., P.O. Box 87, Sugar 
Land TX 77487, has submitted to the En¬ 
vironmental Protection Agency (EPA) an 
application to register the pesticide prod¬ 
uct VISCO 3990 oil and waterflood or 
saltwater disposal system bacteria con¬ 


trol chemical and corrosion inhibition 
(EPA File Symbol 10349-RL>, contain¬ 
ing 5.0% of the active ingredient Hexa- 
chlorodimethylsulfone which has not 
been included in any previously registered 
pesticide products. The application re¬ 
ceive from Nalco Chemical Co. proposes 
that the product be classified for general 
use for control of bacteria in oilfield 
waterflood or saltwater disposal system. 
PM31 

Application was made pursuant to the 
provisions of the Federal In sectic ide, 
Fungicide, and Rodenticide Act (FIFRA), 
as amended (86 Stat. 973, 7 U.S.C. 136 et 
seq.), and the regulations thereunder 
(40 CFR 162). Notice of receipt of this 
application is made in accordance with 
the provisions of Section 3(c)(4) of 
FIFRA [40 CFR 162.2(b)(6)] and does 
not indicate a decision by the Agency on 
the application. 

Any Federal agency or other interested 
persons are invited to submit written 
comments on this application to the Fed¬ 
eral Register Section, Technical Services 
Division (WH-569), Office of Pesticide 
Programs, Environmental Protection 
Agency, Rm. 401, East Tower. 401 M St. 
9W.. Washington. D.C. 20460. Three 
copies of the comments should be sub¬ 
mitted to facilitate the work of the 
Agency and others interested in inspect¬ 
ing them. The comments must be re¬ 
ceived on or before September 20, 1976 
and should bear a notation indicating 
the EPA File Symbol “10349-RL.” Com¬ 
ments received within the specified time 
period will be considered before a final 
decision is made with respect to the 
pending application. Comments received 
after the specified time period will be 
considered only to the extent possible 
without delaying processing of the ap¬ 
plication. Specific questions concerning 
this application should be directed to the 
designated Product Manager (PM). 
Registration Division (WH-567), Office 
of Pesticide Programs, at the above 
address or by telephone at 202/426-2635. 

Notice of approval or denial of this 
application to register VISCO 3990 oil 
and waterflood or saltwater disposal sys¬ 
tem bacteria control chemical and cor¬ 
rosion inhibitor will be announced in the 
Federal Register. The label furnished by 
Nalco Chemical Co., as well as all writ¬ 
ten comments filed pursuant to this 
notice, will be available for public in¬ 
spection in the office of the Federal Reg¬ 
ister Section from 8:30 a.m. to 4 p.m. 
Monday through Friday. 

Dated: August 13, 1976. 

John B. Ritch, Jr., 
Director, Registration Division. 

|FR Doc.76-24555 Filed 8-19-76,8:45 ami 


IPFT13 (FRL 602-6)1 

FOOD ADDITIVE PETITION 
Notice of Filing 

Monsanto Agricultural Products Co., 
800 N. Lindbergh Blvd., St. Louis, Mo. 


63116, has submitted a petition (FAP 
6H5140) to the Environmental Protec¬ 
tion Agency (EPA) which proposes to 
amend 21 CFR 561 and 193 by estab¬ 
lishing food additive regulations permit¬ 
ting the use of the herbicide glyphosate 
tN-(phosphonomethyl) glycine] and its 
metabolite, aminomethylphosphonic acid 
in a proposed experimental program in¬ 
volving application of the herbicide to 
growing sugarcane with a tolerance lim¬ 
itation of 1.0 part per million for residues 
of the herbicide in sugarcane molasses. 

Notice of this submission is given pur¬ 
suant to the provisions of Section 409 
(b) (5) of the Federal Food, Drug, and 
Cosmetic Act. Interested persons are in¬ 
vited to submit written comments on the 
petition referred to in this notice to the 
Federal Register Section, Technical Serv¬ 
ices Division (WH-569), Office of Pesti¬ 
cide Programs, Environmental Protec¬ 
tion Agency. 401 M St. SW., Washington. 
D.C. 20460. Three copies of the comments 
should be submitted to facilitate the 
work of the Agency and of others inter¬ 
ested in inspecting them. The comments 
should be submitted as soon as possible 
and should bear a notation indicating the 
petition number “FAP 6H5140.” Com¬ 
ments may be made at any time while a 
petition is pending before the Agency. 
All written comments will be available 
for public inspection in the office of the 
Federal Register Section from 8:30 a.m. 
to 4 p.m. Monday through Friday. 

Dated: August 12,1976. 

John B. Ritch, Jr., 
Director, Registration Division. 

[FR Doc.76-24556 Filed 8-19-76;8:45 am] 


[PFT 14 (FRL 602-7)] 

FOOD ADDITIVE PETITION 
Notice of Filing 

Monsanto Agricultural Products Co.. 
800 N. Lindbergh Blvd., St. Louis Mo. 
63116, has submitted a petition (FAP 
6H5143) to the Environmental Protec¬ 
tion Agency (EPA) which proposes to 
amend 21 CFR 561 by establishing a food 
additive regulation permitting the use of 
the herbicide butachlor [N-(butoxy- 
methyl) -2-chloro-2\ 6’-diethylacetanil- 
ide in a proposed experimental program 
involving application of the herbicide to 
growing rice with a tolerance limitation 
of 1 part per million (ppm) for residues 
of the herbicide in rice hulls and 0.5 ppm 
in rice bran. 

Notice of this submission is given pur¬ 
suant to the provisions of Section 409(b) 
(5) of the Federal Food, Drug, and Cos¬ 
metic Act. Interested persons are invited 
to submit written comments on the peti¬ 
tion referred to in this notice to the Fed¬ 
eral Register Section, Technical Services 
Division (WH-569), Office of Pesticide 
Programs, Environmental Protection 
Agency, 401 M St. SW. t Washington 
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D.C. 20460. Three copies of the com¬ 
ments should be submitted to facilitate 
the work of the Agency and of others in¬ 
terested in inspecting them. The com¬ 
ments should be submitted as soon as 
possible and should bear a notation indi¬ 
cating the petition number “FAP 
6H5143,” Comments may be made at any 
time while a petition is pending before 
the Agency. All written comments will 
be available for public inspection in the 
office of the Federal Register Section 
from 8:30 a.m. to 4 pm. Monday through 
Friday. 

Dated: August 12,1976. 

John B. Ritch, Jr. t 
Director, Registration Division. 
jFR Doc. 76-24657 Filed 6-19-76; 8:45 am) 


(FRL 603-3] 

TOXIC POLLUTANT EFFLUENT 
STANDARDS 

Availability of Reports 

The Environmental Protection Agency 
has proposed Toxic Pollutant Effluent 
Standards for PCBs under the author¬ 
ities in the Federal Water Pollution Con¬ 
trol Act Amendments of 1972 (See 41 
Fit. 30470). The Agency announced in 
that proposed rulemaking its intention to 
make available the criteria document, 
technology assessments and cited reports 
from the National Technical Information 
Service (NTIS), Springfield. Virginia 
22151. The report subject matter, EPA 
number, NTIS number, and cost for these 
documents are listed below: 


8ul>Jcct 


EPA No. NTIS No. Cost 


( riicria documcnt-PCB’s. EPA 4*0/9-76 021 

Assessment of wastowater management (final report, task 11).EPA 660/6-76-006 

PCB’s water elimlnatlon/reduction technology (addendum to task 

II)....1...EPA 440/9-76 020 

Niiil'jnal Conference on PCB's.EPA 560/6-76-004 

PCB’s in the United States (task 3)... EPA 560/6-76 005 


PB 255-397 $16.25 

PB 256-396 0.25 

PB255 3<*5 4.00 

PB 253-248 12.00 

TB 262-012 12.50 


Dated: August 17,1976. 

Glen Schweitzer, 
Assistant Administrator for 
Water and Hazardous Materials. 
[FR Doc. 76-24559 Filed 8-19-76;8:46 am] 


FEDERAL MARITIME COMMISSION 

[Independent Ocean Freight Forwarder 
License No. 390) 

KNOPF SHIPPING COMPANY, INC. 

Order of Revocation 

By letter dated July 14,1976, Mr. Jakob 
H. Knopf, Knopf Shipping Co., Inc., 233- 
239 W. 42nd St., New York, N.Y. was ad¬ 
vised by the Federal Maritime Commis¬ 
sion that Independent Ocean Freight 
Forwarder License No. 390 would be au¬ 
tomatically revoked or suspended unless 
a valid surety bond was filed with the 
Commission on or before August 11,1976. 

Section 44(c), Shipping Act, 1916, pro¬ 
vides that no independent ocean freight 
forwarder license shall remain in force 
unless a valid bond is in effect and on 
file with the Commission. Rule 510.9 of 
Federal Maritime Commission General 
Order 4, further provides that a license 
will be automatically revoked or sus¬ 
pended for failure of a licensee to main¬ 
tain a valid bond on file. 

Knopf Shipping Co., Inc., has failed to 
furnish a valid surety bond. 

By virtue of authority vested in me by 
the Federal Maritime Commission as set 
forth in Manual of Orders, Commission 
Order No. 201.1 (Revised) Section 5.01 
<c) dated June 30, 1975; 

It is ordered. That Independent Ocean 
Freight Forwarder License No. 390 issued 
!° Shi PPtog Co., Inc., be returned 

to the Commission for cancellation. 

It is further ordered, That Independent 
t^ean Freight Forwarder License No. 390 
l ^ *1976^ Jlercby revoked effective August 

It is further ordered, That a copy of 

115 °toer be published in the Federal 


Register and served upon Knopf Ship¬ 
ping Company, Inc. 

Leroy F. Fuller, 
Director Bureau of 
Certification and Licensing. 

[FR Doc.70-24494 Filed 6-19-76:8:45 am| 

FEDERAL POWER COMMISSION 

(Docket No. CP76-465] 

CITIES SERVICE GAS CO. 

Application 

August 12, 1976. 

Take notice that on August 2, 1976, 
Cities Service Gas Company (Applicant), 
P.O. Box 25128, Oklahoma City, Okla¬ 
homa 73125, filed in Docket No. CP76- 
465 an application pursuant to Section 
7(c) of the Natural Gas Act for a certifi¬ 
cate of public convenience and necessity 
authorizing the continued operation of 
various facilities and the sales of natural 
gas for resale in certain areas and com¬ 
munities presently being served by Ap¬ 
plicant where the distribution systems 
have been acquired by new owners, all 
as more fully set forth in the application 
which is on file with the Commission 
and open to public inspection. 

Applicant proposes to continue to oper¬ 
ate pipeline, measuring, regulating and 
appurtenant facilities and to sell gas to 
the following: 

1. Aker Oil and Gas Company, for¬ 
merly owned and operated by Crystal Gas 
Company, for resale and distribution In 
the communities of Hill ’n Dale and Key¬ 
stone West, Pawnee County, Oklahoma. 

2. Nelagoney Gas Co-op, Inc., formerly 
owned and operated by Home Owners 
Cooperative Gas Company, for resale and 
distribution in the community of Nela- 
goney, Osage County, Oklahoma. 

3. Sekco Gas Company, Inc., formerly 
owned and operated by the Sou tiieastern 
Kasas Gas Company, for resale and dis¬ 
tribution in rural communities in south¬ 
eastern Kansas; and 


4. West Texas Gas, . Inc., formerly 
owned and operated by Clajon Gas Com¬ 
pany, for resale for Irrigation and inci¬ 
dental farm purposes in Armstrong, 
Briscoe, Donley, Gray, and Hall Counties, 
Texas. 

Applicant states that no new facilities 
or expenditures are required. 

Any person desiring to be heard or to 
make any protest with reference to said 
application should on or before Septem¬ 
ber 3, 1976, file with the Federal Power 
Commission, Washington, D.C. 20426, a 
petition to intervene or a protest in ac¬ 
cordance with the requirements of the 
Commission’s Rules of Practice and Pro¬ 
cedure (18 CFR 1.8 or 1.10) and the 
Regulations under the Natural Gas Act 
(18 CFR 157.10). All protests filed with 
the Commission will be considered by it 
in determining the appropriate action to 
be taken but w'ill not serve to make the 
Protestants parties to the proceeding. 
Any person wishing to become a party 
to a proceeding or to participate as a 
party in any hearing therein must file 
a petition to intervene in accordance 
with the Commission’s Rules. 

Take further notice that, pursuant to 
the authority contained in and subject 
to the jurisdiction conferred upon the 
Federal Power Commission by Sections 
7 and 5 of the Natural Gas Act and the 
Commission’s Rules of Practice and Pro¬ 
cedure, a hearing will be held without 
further notice before the Commission on 
this application if no petition to inter¬ 
vene is filed within the time required 
herein, if the Commission on its own 
review of the matter finds that a grant 
of the certificate is required by the public 
convenience and necessity. If a petition 
for leave to intervene Ls timely filed, or if 
the Commission on its own motion be¬ 
lieves that a formal hearing is required, 
further notice of such hearing will be 
duly given. 

Under the procedure herein provided 
for, unless otherwise advised, it will be 
unnecessary for Applicant to appear or 
be represented at the hearing. 

Kenneth F. Plumb, 
Secretary. 

[FR Doc 76-24418 Filed 8-19-76:8:46 am] 


(Docket Nos. CP70-196, CP73-135. et a!.] 

DISTRIGAS CORP. AND DISTRIGAS OF 
MASSACHUSETTS 

Order Granting Petition for Local Hearing, 
Granting Late Intervention and Prescrib¬ 
ing Further Procedures 

August 12, 1976. 

On March 22, and July 1, 1976, respec¬ 
tively, Kevin H. White, Mayor of the 
City of Boston, Massachusetts, and Ed¬ 
ward W. Brooke, Senator for the State of 
Massachusetts, petitioned the Commis¬ 
sion to hold local hearings in the above- 
referenced dockets. 1 

It is the policy of the Commission to 
hold hearings on applications filed under 


1 The request is for local hearings regard¬ 
ing the proposed liquefied natural gae (LNG) 
storage tAnks at Everett, Massachusetts. 
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the provisions of the Natural Gas Act 
in Washington, D.C. This practice has 
been varied occasionally to provide for 
limited local hearings where substantial 
local interest has been demonstrated and 
good cause shown. 

In view of the potential impact of our 
decision on the Boston and Everett, 
Massachusetts area, we believe that the 
public interest supports the convening 
of a local hearing in Boston, Massachu¬ 
setts. The local hearing will afford an 
opportunity to participate to those indi¬ 
viduals most affected by the proposed 
siting and operation of the LNG facility. 

We wish to emphasize that the local 
hearing authorized herein should be lim¬ 
ited to submittals concerning the LNG 
tanks proposed to be constructed in 
Docket No. CP74—137, and related activi¬ 
ties proposed in Docket Nos. CP70-196, 
CP73-135, and CP74-227.* These sub¬ 
mittals, which shall be limited to parties 
unable to participate through the pro¬ 
ceedings being held in Washington, D.C., 
may be in the form of unsworn state¬ 
ments of position or opinion which may 
be read or copied into the record. How¬ 
ever, these unsworn statements will not 
be considered as evidence in the proceed¬ 
ing unless the submittals are made under 
oath and an opportunity accorded all 
parties for cross-examination thereon. 
Procedures for these submittals will be 
established by order of the Presiding Ad¬ 
ministrative Law Judge in his notice an¬ 
nouncing the location and time of the 
local hearing. 

The Commission finds: (1) It is de¬ 
sirable and in the public interest that a 
portion of the hearings in Docket Nos. 
CP70-196 and CP73-135, et al.. be con¬ 
ducted in Boston, Massachusetts, utiliz¬ 
ing federal facilities. 

(2) The filing by the City of Boston 
and Senator Brooke should be accepted 
as late petitions to intervene, and the 
relief therein sought should be granted. 

The Commission orders: (A) Pursuant 
to the authority contained in and sub¬ 
ject to the jurisdiction conferred upon 
the Federal Power Commission by Sec¬ 
tions 7 and 15 of the Natural Gas Act 
and the Commission’s Rules of Practice 
and Procedure, hearing time wUl be 
made available in federal facilities in 
Boston, Massachusetts. 

(B) In order to provide for an ex¬ 
peditious local hearing procedure, to 
avoid repetitious cumulative testimony, 
and to establish procedures for service 
of prepared testimony the Administra¬ 
tive Law Judge shall, at least 15 days 
prior to convening the local hearing, 
issue a notice to be published in the 
Federal Register and served on all par¬ 
ties announcing the place and time of 
the local hearing and prescribing such 
procedures as the interest of justice and 
due process may require. 

(C) Upon motion and showing «that it 
would be a hardship for a witness to 
prepare and serve written testimony and 
good cause for receipt of such testimony. 


•Local hearings should be thus limited, 
and there will be no change in venue. 


the Presiding Administrative Law Judge 
may permit a party to present sworn 
direct oral testimony subject to cross- 
examination. 

(D) The Commission’s Rules of Prac¬ 
tice and Procedure shall apply in this 
proceeding except to the extent they are 
modified or supplemented herein. 

(E) The above-named petitioners are 
permitted to intervene in these consoli¬ 
dated proceedings subject to the rules 
and regulations of the Commission: 
Provided , however , that the participation 
of such intervenors shall be limited to 
matters affecting asserted rights and in¬ 
terests as specifically set forth in said 
petitions for leave to intervene: and pro - 
vided, further, that the admission of 
such intervenors shall not be construed 
as recognition by the Commission that 
they might be aggrieved because of any 
order or orders of the Commission en¬ 
tered in these proceedings; and provided , 
further, that such intervenors shall ac¬ 
cept the evidentiary record as it has been 
established in the proceedings to date. 

By the Commission. 

Kenneth F. Plumb, 

Secretary . 

IFR Doc.76-24419 Filed 8-19-76:8:45 am] 


l Docket No. ER76-845J 

DUKE POWER CO. 

Tendered Contract Supplement 

August 13,1976. 

Take notice that on August 6. 1976, 
Duke Power Company tendered for filing 
a supplement to its electric power con¬ 
tract with the University of North Caro¬ 
lina, Chaptel Hill. The supplement pro¬ 
vides for an increase in contract demand 
from 20.000 kw to 36,000 kw at Delivery 
Point No. 2 and for a new delivery point 
with a contract demand of 18,000 kw at 
Delivery Point No. 3. Duke Power states 
that the changes were made at the re¬ 
quest of the customer. 

Waiver of the Commission’s 30-day 
notice requirement is requested so that 
the change at Delivery Point No. 2 can 
be made effective as of July 1. 1976 and 
for Delivery Point No. 3 as of July 21, 
1976. Duke Power states that a copy of 
the filing has been mailed to the cus¬ 
tomer. 

Any person desiring to be heard or to 
protest said filing should file a petition 
to intervene or protest with the Federal 
Power Commission, 825 North Capitol 
Street, NE, Washington D.C. 2042C, in ac¬ 
cordance with Sections 1.8 and 1.10 of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 1.8, 1.10). All such 
petitions or protests should be filed on 
or before August 31, 1976. Protests will be 
considered by the Commission In deter¬ 
mining the appropriate action to be 
taken, but will not serve to make pro- 
testants parties to the proceeding. Any 
person wishing to become a party must 
file a petition to intervene. Copies of this 


filing are on file with the Commission 
and are available for public inspection. 

Kenneth F. Plumb, 
Secretary. 

IFR Doc.76-24435 Filed 8-19-76:8:45 am] 


I Docket No. ID-14241 

EDWIN I. HATCH 
Application 

August 12,1976. 

Take notice that on July 28, 1976, 
Edwin I. Hatch filed a supplemental ap¬ 
plication under Section 305(b) of the 
Federal Power Act to hold the following 
positions: 


Chairman of the Georgia Power Co. Public utility, 
board and chief (Georgia Power)*, 
executive 
officer. 

Director. _City Investing Co. Banking. 

(City). manufactur¬ 

ing, insur¬ 
ance. 

Do....The Home Insurance Insurance 

Co. (Home) 1 company. 


* Subsidiary of The Southern Co., a public utility 
holding company. 

J Subsidiary of City Investing Co. 

Home Capital Services, Inc. is a sub¬ 
sidiary of Home and is engaged in the 
underwriting of municipal securities. 
The Securities and Exchange Commis¬ 
sion has taken the position that the busi¬ 
ness of Home Capital Services. Inc. 
makes City and Home “investment bank¬ 
ers.” S.E.C. Rule 70(c) requires that 
Commission to defer to the Federal 
Power Commission’s decision as to 
whether or not an officer or director of a 
public utility holding company or its 
subsidiary should be authorized to serve 
as an officer or director of an “invest¬ 
ment banker.” 

Any person desiring to be heard or to 
make any protest with reference to such 
application should, on or before Sep¬ 
tember 2. 1976. file with the Federal 
Power Commission, tn accordance with 
the requirements of the Commission’s 
Rules of Practice and Procedure (18 
C.F.R. 1.8 or 1.10). All protests filed with 
the Commission will be considered by it 
in determining the appropriate action to 
t>e taken, but will not serve to make the 
Protestants parties to the proceeding. 
Persons wishing to become parties to the 
proceeding or to participate as a party 
in any hearing therein must file petitions 
to intervene in accordance with the 
Commission’s Rules. The application is 
on file with the Commission and is avail¬ 
able for public inspection. 

Kenneth F. Plumb. 

Secretary. 


[Docket No. CP76-464J 

EQUITABLE GAS CO. 

Notice of Application 

August 12, 1976. 

Take notice that on August 2, 19J6» 
Equitable Gas Company (Applicant), 
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420 Boulevard of the Allies, Pittsburgh, 
Pennsylvania 15219, filed in Docket No. 
CP76-464 an application pursuant to 
Section 7 of the Natural Gas Act for 
permission for and approval of the 
abandonment of natural gas pipelines In 
Monongalia County, West Virginia, and 
Greene and Washington Counties, Penn¬ 
sylvania, and for a certificate of public 
convenience and necessity authorizing 
the construction and operation of pipe¬ 
lines to replace, in whole or in part, those 
pipelines proposed to be abandoned, all 
t more fully set forth in the applica¬ 
tion on file with the Commission and 
open to public inspection. 

Applicant proposes to replace all or 
part of the following pipelines with 20- 
inch pipeline: 


Applicants 
transmission 
Line No. 

Present 

diameter 

(inched) 

Approx¬ 

imate 

length 

(miles) 

Location 

D-102. 

10 

3.1 

Greene County, 

Pa. 

IM06. 

10 

0.4 

Do. 

HM-107. 

16 

5.7 

Do. 

H-m. 

16,20 

10.2 

Greene and Wash¬ 
ington Counties, 
Pa. 

UM-115 . 

10 

6.0 

Green County, 

Ta. 

Do. 

n-m.. 

10 

4.6 

H-520.. 

10 

.1 

Monongalia 
County, W. Va. 


Applicant proposes to abandon the fol¬ 
lowing pipeline in whole or in part: 


Applicant’s 
transmission 
line No. 

Present 

diameter 

(inches) 

Approx¬ 

imate 

length 

(miles) 

I .oration 

H-103. 

16 

3.9 

Oreenc County, 

PtL 

11-104. 


0.5 

Washington 
County, Pa. 
Greene County, 

Pa. 

H 105. 


K7 

HM-113.1. 


10.9 

Do. 

H-116. 


2.1 

Do. 

n-m. 


.3 

Washington 
County, Pa. 

HM-132. 


9.8 

Do. 

n-m. 

12 

.2 

Greene County, Pa. 

H-521. 

16 

.1 

Monongalia 
County, W. Va. 


Applicant states that it proposes to re¬ 
place or abandon the pipelines to (1) 
provide more efficient transmission of 
the existing gas supply, (2) reduce main¬ 
tenance costs by eliminating approxi¬ 
mately 71.6 miles of older, mechanically 
Joined pipeline, of which 35.1 miles would 
be replaced with modem welded pipe and 
the remainder would be abandoned. (3) 
maintain the same delivery capacity as 
is now available with Applicant’s pres¬ 
ent facilities at the existing maximum 
operating pressures, and <4) improve the 
reliability and safety of Applicant's 
transmission system. 

The new facilities are estimated to 
tost $8,797,000. 

The application indicates that service 
irom existing facilities would be termi¬ 
nated to 37 direct sale customers as a 
result of the Instant proposal. Further, 
the application indicates that Applicant 
would compensate these customers in 
cash up to $400 In lieu of continued serv¬ 


ice or, in some instances, would compen¬ 
sate the customers, in part, for the cost 
of connecting to other of Applicant's 
pipelines. 

Any person desiring to be heard or to 
make any protest with reference to said 
application should on or before Septem¬ 
ber 2, 1976, file with the Federal Power 
Commission, Washington, D.C. 20426, a 
petiton to intervene or a protest in ac¬ 
cordance with the requirements of the 
Commission’s Rules of Practice and Pro¬ 
cedure (18 CFR 1.8 or 1.10) and the 
Regulations under the Natural Gas Act 
(18 CFR 157.10). All protests filed with 
the Commission will be considered by it 
in determining the appropriate action 
to be taken but will not serve to make the 
Protestants parties to the proceeding. 
Any person wishing to become a party to 
a proceeding or to participate as a party 
in any hearing therein must file a peti¬ 
tion to intervene in accordance with the 
Commission’s Rules. 

Take further notice that, pursuant to 
the authority contained in and subject to 
the jurisdiction conferred upon the Fed¬ 
eral Power Commission by Sections 7 
and 15 of the Natural Gas Act and the 
Commission’s Rules of Practice and Pro¬ 
cedure, a hearing will be held without 
further notice before the Commission on 
this application if no petition to inter¬ 
vene is filed within the time required 
herein, if the Commission on its own 
review of the matter finds that a grant 
of the certificate and permission and 
approval for the proposed abandonment 
are required by the public convenience 
and necessity. If a petition for leave to 
intervene is timely filed, or if the Com¬ 
mission on its own motion believes that 
a formal hearing is required, further 
notice of such hearing will be duly given. 

Under the procedures herein provided 
for, unless otherwise advised, it will be 
unnecessary for Applicant to appear or 
be represented at the hearing. 

Kenneth F. Plumb, 

Secretary. 

|FR Doc.76-24421 FUed 8-19 -76;8:45 am] 


[Docket No. E-9099J 

ESSEX CO., ET AL 

Order on Rehearing and Ruling on Motions 

August 13,1976. 

Applications for rehearing were filed 
by the Merrimac Paper Company (Mer- 
rimac) and the Essex Company (Essex 
or Applicants) on July 16, 1976, con¬ 
cerning our order of June 17, 1976, in 
this proceeding. In our order of June 17, 
1976, we required several named com¬ 
panies to file an application for license 
for the Essex Project located on the 
Merrimack River in Lawrence, Massa¬ 
chusetts. 

The Applicants argue that the per¬ 
mits referred to in Sections 23 (a) and 
(b) of the Act are not limited to Fed¬ 
eral permits, but could also include the 
type of state authorization that the Ap¬ 
plicants have received from the Com¬ 
monwealth of Massachusetts. After con¬ 


sideration of the cases cited by the Ap¬ 
plicants and the applicable case law, we 
reaffirm our finding in our order of June 
17, 1976, that a Federal permit or right- 
of-way is required to exempt a project 
from our licensing requirements. 

Essex argues that certain statutes* 
provide adequate authorization for the 
Essex Project to occupy the Merrimack 
River. The statutes, however, adopt the 
state laws as to the right to use the 
water, but do not authorize the use of 
the waterway. We authorize the use of 
the waterways for power projects and 
related facilities, but each licensee must 
obtain state authorization for the use of 
the water. Furthermore, the purpose of 
the statutes was to promote industrial 
growth of the Western States by recog¬ 
nition of pre-existing rights secured by 
expenditures of time and money. U.S. v. 
Hunter , 236 F. Supp. 178 (1964) affirmed 
in part, modified in part on other 
grounds, 388 F. 2d 148. The courts have 
said further that the purpose of the 
statutes was recognition of the necessity 
for the use of water upon the land which 
existed in the sections of the country to 
which the provisions were intended to 
be applicable. Bogline v. Giorgetta , 78 p. 
612 (1904). The Supreme Court in dis¬ 
cussing the Act July 26, 1866 (R.S. 
8 2339). found that It did not apply to 
hydroelectric project works. Utah Potver 
& Light CO. v. U S., 243 U.S. 389, 405-406 
(1917). Also, Pacific Gas & Electric Co., 
29 FPC 1265 (1963). The Supreme Court 
has stated in discussing state water 
rights in relation with the Act: 

Riparian water rights, like other real prop¬ 
erty rights, are determined by state law. Title 
to them is acquired in conformity with that 
law. The Federal Water Power Act merely 
imposed upon their owners the additional 
obligation of using them in compliance with 
that Act. F.P.C. v. Niagara Mohawk Power 
Corp. 347 U.S. 239, 252 (1954) 

Therefore, we conclude that the 
statutes did not confer Federal recogni¬ 
tion of state jurisdiction over use of 
navigable waterways in the manner in 
which Essex argued. 

Essex also argues that Section 10 of the 
Rivers and Harbors Act of 1890 allows 
continued operation without an PTC 
license. Section 10 provides that any 
obstruction in navigable waters not af¬ 
firmatively authorized is prohibited. Es¬ 
sex claims that the section contains an 
exemption as to state-authorized facili¬ 
ties. Essex relies on U.S . v. Bellingham 
Bay Boom Co., 176 U.S. 211 t1900) to sup¬ 
port its theory. Although the Court found 
the Nooksack River to be navigable, the 
authority of the state governing obstruc¬ 
tions was upheld. The Court, however, 
appeared to limit its holding to those 
waters “that are entirely within the con¬ 
fines of a single state.’* (at 215) The 
Merrimack River does not qualify within 
the limitation, because it rises in New 
Hampshire, then flows southerly into 


1 R.S. $ 2339, derived from Act July 26, 1866, 
c. 262, § 9.14 Stat. 253, unofficially codified 
aa 30 U.S.C. f 61 and 43 U.S.C. §601. 
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Massachusetts, making it an interstate 
waterway. Therefore, the holding in U.S. 
v. Bellingham Bay Boom Co. does not ap¬ 
ply to this proceeding. Furthermore, in 
Section 10 of the Rivers and Harbors Act 
of 1899 (30 Stat. 1121, 1151), Congress 
clarified the definition of illegal obstruc¬ 
tions to specify that those structures 
**not affirmatively authorized by Con¬ 
gress” were prohibited in our navigable 
waters. 

The Applicants attempt to distinguish 
the cases that we cited in our order of 
June 17, 1976. as to the need for a Fed¬ 
eral permit. For example, the Appli¬ 
cants state that there was an express 
assertion of jurisdiction over the Niagara 
River by Congress in Niagara Falls Pow¬ 
er Co. V. FJ>.C., 137 F. 2d 787 (CA2-1943). 
cert, denied, 320 U.S. 792 (1943). For 
Congress to have jurisdiction over a 
river, the Congress need not so expressly 
state. The definition of navigable waters 
contained in Section 3(8) of the Act 
is “. . . parts of streams or other bodies 
of water over which Congress has juris¬ 
diction under its authority to regulate 
commerce . . Congress has delegated 
its powers on the development of our 
Nation's water resources to the Federal 
Power Commission. City of Tacoma v. 
Taxpayers of Tacoma et. al., 357 U.S. 
320, 334 (1958). That delegation of au¬ 
thority includes the power to determine 
what waterways are within the jurisdic¬ 
tion of Congress. It has previously been 
determined that the Merrimack River is 
navigable and, therefore, under the ju¬ 
risdiction of Congress. E.g., Concord 
Electric Company. 4 EPC, 635 (1944). 
Therefore, we conclude that since we 
have determined that the Merrimack 
.River is within the jurisdiction of Con¬ 
gress. there is no meaningful distinc¬ 
tion from those instances where Congress 
itself had determined that a river is 
within its jurisdiction. The Applicants 
attempt to cloud the issue by stating that 
reconstruction of a project is a distin¬ 
guishing characteristic in some of the 
cases. In Northwest Paper Co. v. FJP.C., 
344 F. 2d 47 (CA8-1965). the owner of 
the project had a Federal permit but 
reconstructed the project, invalidating 
the permit. The court held that because 
the ow ner no longer had a valid Federal 
permit, an FPC license was required. 
Tlius, if an owner of a jurisdictional 
project does not hold a valid Federal 
permit Issued prior to June 20, 1920, he 
is required to obtain an FPC license. 

We believe that the language in the 
Act, “permit or valid existing right-of- 
w'ay, granted prior to June 10, 1920,” 
envisions a permit granted under Fed¬ 
eral, not state, law. Niagara Falls Power 
Co. v. F.P.C., supra: Wisconsin Public 
Service Corp. v. F.P.C.. 147 F.2d 743 
(CA7-1945). The Supreme Court has 
considered the relationship of state law 
and the Act considering navigable 
waters. The Court stated that the Act 
requires . . a federal license for every 
water power project in the navigable 
waters of the United States.” First Iowa 
Hydro-Electric Cooperative v. F.P.C., 
328 U.S. 152.172 (fn. 17) (1964). 


Finally. Merrimac argues that we 
should reconsider the issue of requiring 
a Federal permit in light of a recent 
Supreme Court decision in National 
League of Cities v. Usery , No. 74-878. 44 
U.Si».W. 4974 (U.S. June 24. 1976). The 
Court found that the statute in question 
interfered with the right of state con¬ 
trol in areas of traditional functions and 
that the statute was not within the au¬ 
thority granted to Congress by the Com¬ 
merce Clause. The Supreme Court has 
stated many times that it is no longer 
an open question that the Federal Gov¬ 
ernment has preeminent control over 
navigable waterways. City of Tacoma v. 
Taxpayers of Tacoma , et al, supra; U.S. 
v. Appalachian Power Co.. 311 U.S. 377, 
424 (1940); First Iowa Hydro-Electric 
Cooperative v. F.P.C.. supra, at 173. We 
conclude that the decision in National 
League of Cities v. Usery. supra , con¬ 
tains no findings that would require us 
to re-examine our decision on Federal 
permits. Therefore, we find no basis in 
law for the argument that a state permit 
is sufficient for the continued operation 
and maintenance of the Essex Project. 

The Applicants argue that the Su¬ 
preme Court limited our jurisdiction to 
hydroelectric facilities * in Cheme- 
huevi Tribe of Indians et al. v. FJ>.C. et 
al., 420 U.S. 395 (1975). The question 
before the Court was whether or not 
thermal-electric power plants were 
within our licensing jurisdiction. The 
question of hydromechanical pow r er was 
not before the Court. It appears, how¬ 
ever, from the Court's opinion that it 
was using the term “hydroelectric” to 
refer to those facilities that utilize the 
movement of water to produce power, be 
it. electric or mechanical. 8 For example, 
in its application for rehearing. Merri- 
mac states, “The Court also states ‘the 
Commission has consistently maintained 
that its licensing authority extends only 
to hydroelectric projects.*” The Court 
actually stated, “. . . the Commission’s 
consistent interpretation of that author¬ 
ity as not including jurisdiction over 
the construction and operation of ther¬ 
mal-electric power plants.” (at page 408) 
When the Court concluded that w r e had 
licensing authority with respect to hy¬ 
droelectric projects, the Court quoted 
from the FPC, 1st Annual Report 51-52 
(1921): 

• * • the Commission Ls limited to the con¬ 
sideration of projects designed to produce 
water power. Structures or diversions having 
any other purpose, unless incidental to 
works constructed for power purposes or a 
necessay part of a comprehensive scheme of 
development, are not within the Jurisdiction 
of the Commission. 

Thus, it appears that when the Court 
made reference to "hydroelectric” it was 
referring to those projects “designed to 
produce water power”. We, therefore, 


2 It is noted that In Essex’s application for 
rehearing, Essex admits that four of the de¬ 
velopments are hydroelectric. 

•This would include conventional hydro, 
^pumped-storage and hydromechanical 
plants. 


conclude that nothing in the Court’s 
opinion deprives us of our jurisdiction 
over hydromechanical developments. 

Essex argues that Section 23(b) of the 
Act limits our jurisdiction to those facil¬ 
ities that produce hydroelectric energy. 
It appears, however, that when the lan¬ 
guage “. . . for the purpose of develop¬ 
ing electric power ...” was added to the 
section, its purpose was to make clear 
that the licensing of dams and ditches 
for irrigation purposes would not be re¬ 
quired. 79 Cong. Rec. 8945 (June 10. 
1935). Thus, the language in Section 
23(b) was intended to exempt those irri¬ 
gation projects where there were no re¬ 
lated pow r er facilities, but not to ex¬ 
empt hydromechanical facilities. 

Our action both past and present in¬ 
dicates a continuig practice of licensing 
a jurisdictional hydromechanical devel¬ 
opment and a continuing belief that it 
is in our authority to do so. In Toma¬ 
hawk Power Co., 22 FPC 1 (1959) the 
licensed project included three units that 
supplied mechanical energy directly to 
wood pulp grinders. Also, e.g. Consoli¬ 
dated Water Power Co., 22 FPC 638 
(1959); Portland General Electric Co. et 
al., 23 FPC 831 (1960). Since the Court s 
decision in Chemehuevi Tribe of Indians 
v. F.P.C., we have continued our practice 
of licensing hydromechanical facilities. 
Order Issuing License (Major) Project 
No. 2536, issued April 29. 1975, to Niag¬ 
ara of Wisconsin Paper Corp. We find 
no compelling reason to deviate from 
the practice of licensing hydromechani¬ 
cal facilities. 

It was argued that the Essex dam 
should not be included in the licensing 
requirement, because there are no power 
facilities located at the dam. The dam, 
however, is hydraulically connected to 
the power facilities downstream. See 
Finding No. 5 of our order of June 17. 
1976. These power facilities could not 
operate in the manner that they do but 
for the presence of the Essex dam and 
reservoir. We have previously licensed 
projects that are reservoirs only, but 
provide stream flow regulation or water 
pow r er to dowmstream power facilities. 
For example, Project No. 2492 regulates 
the discharge of water for hydroelectric 
development some 25 miles downstream 
from the dam and for a hydroelectric 
and hydromechanical power plant about 
37 miles downstream from the dam. St. 
Croix Paper Co., 35 FPC 458 (1966) also. 
Southern California Edison Co.. 12 FPC 
1267 (1953). Therefore, we conclude that 
the Essex dam should be included In a 
license application for the Essex Project. 

The Applicants argue that we w r ere in 
error in not consulting the Advisory 
Council on Historic Preservation prior 
to the issuance of our order, because 
various components of the project have 
been nominated to the National Regis- 
ter of Historic Places, and the North 
Canal is listed in the National Register. 
We are required to consult wdth the Ad¬ 
visory Council prior to the licensing of a 
project, not prior to requiring an appu- 
cation for license to be filed. See, lo 
U.S.C. § 470f. Until a completed appu- 
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cation for license is filed, there is nothing 
to transmit to the Advisory Council on 
which to comment. Before a license 
would be issued, we would consult with 
the Advisory Council, but at the current 
stage of the proceeding such consultation 
would be premature. 

The Applicants argue that proper pro¬ 
cedures have not been followed by this 
Commission, depriving the various par¬ 
ties of certain rights. The applicants 
claim that they were led to understand 
by certain Commission employees that 
an evidentiary hearing or a stipulation 
of facts would be presented before any 
Commission action would be taken in 
this proceeding. The applications for 
rehearing are the only written filings 
that requested an evidentiary hearing 
or some type of oral presentation. No 
employee of this Commission can speak 
for the Commission and we are not 
bound by any representations that may 
have been made to the Applicants. We 
cannot know of a party’s desire to re¬ 
quest an evidentiary hearing unless the 
party pleads such. Since it appeared that 
there were no factual disputes relating 
to jurisdiction, primarily because of our 
previous finding of navigability, an evi¬ 
dentiary hearing was not necessary. 

The Applicants and the various other 
parties were given every opportunity to 
present their position in this proceeding. 
In a letter dated May 17, 1974, the Ap¬ 
plicants among others were requested to 
file an application for license for the Es¬ 
sex Project. None responded to the let¬ 
ter. The parties were given another op¬ 
portunity to present their views in re¬ 
sponses to the Order to Show Cause 
issued November 8, 1974. Responses were 
filed which we considered and dealt with 
in our order of June 17. 1976. The Appli¬ 
cants filed applications for rehearing, 
providing another opportunity to be 
heard. In none of these instances has 
a factual issue 4 been raised concerning 
our jurisdiction over the Essex Project. 
We have provided several opportunities 
for the parties to be heard, and there¬ 
fore, we find no reason to hold an evi¬ 
dentiary hearing in this proceeding. 

The Applicants claim that we took offi¬ 
cial notice of facts not contained in the 
responses to the Order to Show Cause, 
and cite Section 1.26(d) of the Rules 
and Regulations [18 C.F.R. § 1.26(d) ] as 
authority. It appears that the Applicants 
arc concerned about the project descrip¬ 
tion. The project description contained 
m the order of June 17,1976. is not bind¬ 
ing. but was included to in some way 
identify the project. The parties are re¬ 
quired in their application for license to 
provide an accurate description of the 
Project. The description is not binding 


' In the applications for rehearing, points 
were raised that the reservoir supplies water 
City of Lawrence and that the owners 
might be required to Install fish faculties 
oiir* but these points do not relate to 


until it has been approved as part of the 
license. 

The Applicants state in their applica¬ 
tions for rehearing that the Essex De¬ 
velopment Associates is conducting a 
feasibility study to be completed Decem¬ 
ber 31, 1976, concerning the installation 
of hydroelectric facilities at the Essex 
dam. On July 16, 1976, the Applicants 
filed motions to stay our order in this 
proceeding. Rowland Industries also filed 
on July 26, 1976. a motion to stay our 
order pending the results of the possible 
feasibility studies conducted by the Essex 
Development Associates. We believe that 
there might be unnecessary duplication 
of work if the various parties were to 
file their applications for license prior 
to completion of the feasibility studies. 
Therefore, we will require the filing on 
or before January 17.1977, of a timetable 
setting forth when an application for 
license is expected to be filed and what 
portions of the Essex Project are to be 
included in the redevelopment. If it 
should be determined that the installa¬ 
tion of hydroelectric facilities at the dam 
will not be forthcoming, then applica¬ 
tions for license should be filed for the 
Essex Project on or before March 18. 
1977. For those portions of the project 
that will not be included in the redevel¬ 
opment, or those owners that would pre¬ 
fer to file an individual application for 
license, the applications for license 
should be filed on or before March 18, 
1977. Since we have altered the date for 
the filing of the applications for license, 
we are denying the motions for stay. 

The Commission finds: (1) Except as 
hereinafter provided, the applications 
for rehearing present no facts or legal 
arguments which require any change in 
our order of June 17, 1976, in this pro¬ 
ceeding. 

(2) It is appropriate and in the public 
interest that the applications for license 
for the Essex Project be filed by March 18, 
1977, as discussed above. 

(3) The motions for stay of the pro¬ 
ceedings should be denied. 

The Commission orders: (A) The ap¬ 
plications for rehearing of the Essex 
Company and the Merrimac Paper Com¬ 
pany are hereby denied. 

<B) The motions for stay filed by the 
Essex Company, the Merrimac Paper 
Company, and Rowland Industries are 
hereby denied, except that applications 
for license for the Essex Project shall be 
filed by March 18. 1977. 

(C) The Applicants shall file by Jan¬ 
uary 17,1977, a timetable as to the filing 
of an application for license for the re¬ 
development at the Essex Dam, or a 
statement that redevelopment at the 
Essex Dam is not forthcoming. 

By the Commission. 

Kenneth F. Plumb, 
Secretary . 

IFR Doc.76-24436 Filed 8-19-76;8:45 am] 


[Docket No. E-7512] 

ILLINOIS MUNICIPAL UTILITIES ASSOCIA¬ 
TION VS. ILLINOIS POWER COMPANY, 
CENTRAL ILLINOIS PUBLIC SERVICE 
COMPANY, AND UNION ELECTRIC COM¬ 
PANY, ET AL 

Order Accepting Settlement Agreement 

August 12, 1976. 

On December 4, 1974, the Presiding 
Administrative Law Judge certified to the 
Commission several executed intercon¬ 
nection agreements 1 and an unexecuted 
interconnection agreement 3 which had 
been tendered as offers of settlement by 
Illinois Power Company (IP) and Central 
Illinois Public Service Company (CIPS) 
of certain issues pending Commission de¬ 
cision in Docket No. E-7514. On Au¬ 
gust 15, 1975, the Presiding Judge issued 
a “Supplemental Certification of Settle¬ 
ment Agreement,” wherein an executed 
interconnection agreement between CIPS 
and the City of Bushnell, Illinois was 
certified as an offer of settlement be¬ 
tween those parties. Notice of the certif¬ 
ication of these settlement agreements 
was issued by the Commission on Sep¬ 
tember 24,1975. 

The complaint in Docket No. E-7512 
was filed by the Illinois Municipal Utili¬ 
ties Association (IMUA) to seek certain 
terms for the sale and exchange of elec¬ 
tric energy on behalf of a number of mu¬ 
nicipalities, including those in Docket 
No. E-7514. The complaint in Docket No. 
E-7514 was filed by various municipal 
systems (Cities) in Illinois pursuant to 
Section 202 ^b) of the Federal Power Act, 
16 U.S.C. 824a<b), to seek interconnec¬ 
tions with IP and CIPS. These com¬ 
plaints were consolidated for purposes of 
a hearing and a decision. At a prehear¬ 
ing conference on July 13. 1971, the Pre¬ 
siding Administrative Law Judge phased 
these consolidated proceedings, and 
cross-examination in Docket No. E-7514 
began on May 8. 1972, and was concluded 
on May 22, 1972. The second phase, the 
complaint in Docket No. E-7512, was 
held in abeyance pending determination 
of the appropriate terms and conditions 
of the proposed 202(b) interconnections, 
if found to be in the public interest by 
the Commission. 

Of the original complaint Cities in 
Docket No. E-7514, only the Cities of 
Altamont and Red Bud, Illinois, do not 
now have valid and binding interconnec¬ 
tion agreements with either IP or CIPS. 
The Commission has accepted IP's filed 
interconnection agreements with Breeze 
and Carlyle (ER76-372), Freeburg 


* The Presiding Judge certified agreements 
between IP and Cities of Breese, Caryle. High¬ 
land, Masco Utah, Peru, Princeton, Waterloo, 
and the Village of Freeburg. Also certified was 
an interconnection agreement between CIPS 
and the City of Sullivan. 

a Red Bud, Illinois did not execute the in¬ 
terconnection agreement tendered to it by 
IP. 
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(ER76-143), Highland (ER76-455). Mas- 
cautah (ER76-407), Peru (ER76-330). 
and Princeton, Illinois (ER76-298), IP 
has not filed its executed interconnection 
agreement with the City of Waterloo, Il¬ 
linois. The City of Altamont has aban¬ 
doned its generating plant and is cur¬ 
rently a wholesale customer of CIPS. The 
City of Red Bud has not executed the in¬ 
terconnection agreement tendered to it 
by IP because of the uncertainty of its 
plans. However, the certification of the 
unexecuted agreement between IP and 
Red Bud will settle all pending issues be¬ 
tween these parties in Docket No. E-7514 
with the understanding that the ten¬ 
dered interconnection agreement will re¬ 
main open as a continuing offer of serv¬ 
ice for a reasonable time. 

The complaint in Docket No. E-7512 
has not proceeded to hearing. IMUA filed 
its complaint in that Docket on behalf of 
a number of municipalities, including all 
of those covered in Docket No. E-7514, 
seeking certain terms for the sale and 
exchange of electric energy. The City of 
Springfield, Illinois was one of the mu¬ 
nicipalities represented by IMUA. 
Springfield is not a party to the Docket 
No. E-7514 proceeding. The Presiding 
Administrative Law Judge, in his Certifi¬ 
cation of Settlement Agreements in 
Docket No. E-7514 noted: 

A settlement In the later docket (Docket 
No. E-7514], would dispose of Docket No. 
E-7512, except insofar as the City of Spring- 
field is involved. Certification, p. 2. 

By letter dated April 11, 1975, IP sub¬ 
mitted for filing with the Commission an 
executed interconnection agreement with 
the City of Springfield which was desig¬ 
nated in FPC Docket No. E-9373. The 
Commission accepted the filing which be¬ 
came effective on May 12, 1975. On July 
16, 1975. IMUA filed a “Petition to With¬ 
draw Complaint” with the Commission. 
It stated in part: 

Because of the settlement that has been 
reached between the parties In the Docket 
E-7514 proceedings, and the agreement be¬ 
tween Illinois Power Company and the City 
of Springfield, Illinois for an interconnection 
agreement, the complainant does not deem it 
necessary or desirable to prosecute the com¬ 
plaint in this proceeding . . , 

The execution of these various inter¬ 
connection agreements substantively 
moots all outstanding legal issues pend¬ 
ing initial decision in the Docket No. 
E-7514 proceeding. We therefore termi¬ 
nate that proceeding with respect to all 
parties now governed by a binding and 
effective interconnection agreement. We 
also terminate that proceeding with re¬ 
spect to the controversy between the 
City of Red Bud, Illinois, and IP without 
prejudice. If IP fails to abide by its rep¬ 
resentation that the unexecuted inter¬ 
connection agreement submitted in offer 
of settlement constitutes a continuing 
offer of service by IP to Red Bud for a 
reasonable time,’ Red Bud may reflle 
under Section 202(b) of the Federal 
Power Act. 


3 Subject to change in rates prior to 
acceptance. 


NOTICES 

We hereby order IP to file the executed 
interconnection agreement between it¬ 
self and the City of Waterloo, Illinois. 
We also order CIPS to file the executed 
interconnection agreements between it¬ 
self and the Cities of Bushnell and Sul¬ 
livan, Illinois. These agreements should 
be filed as initial rates in accordance 
with the Commission’s Rules governing 
the filing of initial rates, 18 CFR 35.0 
et seq. If, after due notice in the Federal 
Register and examination by Commis¬ 
sion staff, it appears that these agree¬ 
ments may not be consistent with the 
Federal Power Act, we will at that time 
order an investigation into the merits 
of these contracts. We emphasize that 
by our action today, we are not accept¬ 
ing these contracts for filing as effective 
initial rates. Such disposition must nec¬ 
essarily await full and complete com¬ 
pliance with the filing regulations of the 
Commission. 

The Commission finds: (1) Good cause 
has been shown for the Commission to 
grant permission, pursuant to 18 C.F.R. 
1.11(d), to complainant in Docket No. 
E-7512 to withdraw with prejudice its 
pleading therein. 

(2) The execution of interconnection 
agreements between Illinois Power Com¬ 
pany and the Cities of Breeze, Carlyle, 
Freeburg. Highland, Mascoutah, Peru. 
Princeton, and Waterloo, Illinois, settles 
on the merits and moots all issues pend¬ 
ing decision in Docket No. E-7514 in¬ 
volving these parties. 

(3) The submittal by Illinois Power 
Company of an unexecuted Interconnec¬ 
tion agreement for service to Red Bud, 
Illinois along with that company’s record 
representation that such agreement sub¬ 
ject to change in rates prior to accept¬ 
ance, is a continuing offer to service upon 
stated terms for a reasonable time con¬ 
stitutes an adequate and reasonable res¬ 
olution of all issues between these parties 
in Docket No. E-7514. 

(4) The execution of interconnection 
agreements between Central Illinois 
Public Service Company and the Cities 
of Sullivan and Bushnell, Illinois settles 
on the merits and moots all issues pend¬ 
ing decision in Docket No. E-7514 be¬ 
tween these parties. 

The Commission orders: <A) Com¬ 
plainant, Illinois Municipal Utilities As¬ 
sociation, is granted permission to with¬ 
draw its pleadings with prejudice in 
Docket No. E-7512. 

<B) Within 30 days of this order 
Illinois Power Company shall file the 
executed interconnection agreement be¬ 
tween the City of Waterloo, Illinois and 
itself. 

(C) Within 30 days of the issuance of 
this order, Central Illinois Public Serv¬ 
ice Company shall file the executed in¬ 
terconnection agreements between itself 
and the Cities of Bushnell and Sullivan, 
Illinois. 

(D> Proceedings in Docket Nos. E-7512 
and E-7514 are hereby terminated. 

By the Commission. 

Kenneth F. Plumb, 
Secretary . 

[PR Doc.76-24431 Filed 8-19-76;8:45 ami 


(Docket No. ER7G-184J 

KANSAS CITY POWER & LIGHT CO. 

Filing of Proposed Settlement Agreement 

August 13, 1976. 

Take notice that on August 2, 1976 
Kansas City Power & Light Company 
(KCPL> tendered for filing a proposed 
Settlement Agreement dated July 19. 
1976. KCPL states that the Settlement 
Agreement will resolve all issues in this 
proceeding except one which is specifi¬ 
cally reserved for hearing and decision. 

KCPL also filed, contemporaneously 
with the filing of the proposed Settle¬ 
ment Agreement, Reduced Schedules of 
Rates and Charges. KCPL requests that, 
upon the condition that the proposed 
Settlement Agreement be approved by 
the Commission, the Reduced Schedules 
be accepted and made effective as of 
March 2. 1976. 

Any person desiring to be heard or to 
protest said settlement agreement should 
file comments with the Federal Power 
Commission. 825 North Capitol Street 
NE., Washington, D.C. 20426, on or be¬ 
fore August 27, 1976. Comments will be 
considered by the Commission hi deter¬ 
mining the appropriate action to be 
taken. Copies of this agreement are on 
file with the Commission and are avail¬ 
able for public inspection. 

Kenneth F. Plumb, 
Secretary. 

|PR Doc.76-24437 Piled 8-19-76;8:45 am| 


(Docket No. CP75--571 

KANSAS-NEBRASKA NATURAL GAS 
COMPANY, INC. 

Amendment to Application 

August 12, 1976. 

Take notice that on July 27, 1976. 
Kansas-Nebraska Natural Gas Com¬ 
pany, Inc. (Applicant), 300 North St. 
Joseph Avenue, Hastings. Nebraska 
68901, filed in Docket No. CP75-57 an 
amendment to its application filed in 
said docket pursuant to Section 7(0 of 
the Natural Gas Act for a certificate of 
public convenience and necessity request¬ 
ing authorization to install, over a two- 
year period, the facilities required to 
gather gas from the Bowdoin field area 
of north central Montana and to deliver 
such gas to Montana-Dakota Utilities 
Company <MDU) pursuant to a Gas 
Sales, Transportation and Exchange 
Agreement, dated May 10. 1974, includ¬ 
ing gas presently being delivered under 
temporary certificates in this proceeding, 
all as more fully set forth in the amend¬ 
ment which is on file with the Commis¬ 
sion and open to public inspection. 

Applicant states that its application 
in this proceeding sought authorization 
to expend not in excess of $ 18 , 000,000 
over a three-year period for the con¬ 
struction and operation of a completed 
system to connect and gather natural 
gas as it became available from Mid¬ 
lands Gas Corporation (Midlands’ and 
other producers in the Bowdoin area oi 
Phillips and Valley Counties. Montana, 
and to sell, transport and exchange gas 
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urith MDU pursuant to the May 10. 1974. 
agreement. Applicant further states that 
in its application it was indicated that 
the facilities shown by Exhibit F and Ex¬ 
hibit G thereto were for illustrative pur¬ 
poses and that the facilities actually 
constructed were contingent upon the 
drilling activities of Midlands and other 
producers in the area of dedicated acre¬ 
age. Applicant asserts that it now has 
sufficient location information, produc¬ 
tion data and test data on which it can 
base a factual design and, therefore, 
amends its application so as to reflect 
such information and data. 

It is indicated that under temporary 
certificates in this proceeding, Applicant 
has constructed gathering facilities 
which connect 19 Midlands wells and 3 
Miami Oil Producers, Inc., wells and has 
completed delivery facilities, including 
dehydration equipment necessary to de¬ 
liver gas to MDU pursuant to the agree¬ 
ment of May 10.1974. 

Applicant asserts that the facilities 
proposed herein are designed to serve 
the additional wells and have adequate 
pipeline capacity to accommodate the 
future connection of commercial wells 
available to the dedicated acreage area. 
In order to connect the wells that are 
presently available, including those con¬ 
nected under temporary certificates, and 
to gather the gas available from such 
wells in an efficient and economical man¬ 
ner, Applicant proposes the construction 
and operation of two gathering facili¬ 
ties referred to as the North System and 
the South System. The facilities required 
in addition to those authorized under 
temporary certificates are stated to be 
as follows: 

A. Installation of approximately: 

1. 19.1 miles “of 12-inch intermediate 
pressure gathering lihe. 

2. 13.0 miles of 10-inch intermediate 
pressure gathering line. 

3. 3.6 miles of 8-inch low pressure 
gathering lines. 

4. 41.1 miles of 6-inch low pressure 
gathering lines. 

5. 79.3 miles of 4-inch low pressure 
gathering lines. 

B. Approximately 1,820 installed horse¬ 
power at nine field gathering stations. 

C. Approximately 10 central point 
production meters and approximately 30 
individual well meters complete with ap¬ 
purtenances and enclosed in a protective 
housing. ' 

D. Delivery point facilities at 3 loca¬ 
tions consisting of measuring, regulat¬ 
ing, dehydration equipment, and other 
appurtenances enclosed in a protective 

housing. 

The amendment indicates that the 
Proposed additional facilities are esti¬ 
mated to cost $7,996,000. 

Any person desiring to be heard or to 
Biake any protest with reference to said 
amendment should on or before Septem- 
J* *976, file with the Federal Power 
^mission, Washington, D.C. 20426, a 
petition to intervene or a protest in ac¬ 
cordance with the requirements of the 
Commission’s Rules of Practice and 
Procedure <18 CFR 1.8 or 1.10) and the 
Regulations under the Natural Gas Act 


<18 CFR 157.10). All protests filed with 
the Commission will be considered by it 
in determining the appropriate action 
to be taken but will not serve to make 
the protestants parties to the proceed¬ 
ing. Any person wishing to become a 
party to a proceeding or to participate as 
a party in any hearing therein must file 
a petition to intervene in accordance with 
the Commission’s Rules. Persons having 
filed before need not do so again. 

Kenneth F. Plumb, 

Secretary. 

[FR Doc.76-24422 Filed 8-19-76:8:45 am] 


[Project No. 539] 

KENTUCKY UTILITIES CO. 

Issuance of Annual License(s) 

August 12, 1976. 

On July 16, 1973, the Kentucky Util¬ 
ities Company, Licensee for Lock No. 7 
Hydroelectric Project No. 539, located on 
the Kentucky River in Mercer County, 
Kentucky, filed an application for a new 
license under the Federal Power Act and 
Commission regulations thereunder. 

The license for Project No. 539 was 
issued effective August 19, 1926, for a 
period ending August 18, 1976. In order 
to authorize the continued operation and 
maintenance of the project pursuant to 
the Federal Power Act, pending Com¬ 
mission action on licensee’s application, 
it is appropriate and in the public in¬ 
terest to issue an annual license to the 
Kentucky Utilities Company. 

Take notice that an annual license is 
issued to the Kentucky Utilities Com¬ 
pany under the Federal Power Act for 
the period August 19, 1976, to August 18. 
1977, or until Federal takeover, or until 
the issuance of a new license for the 
project, whichever comes first, for the 
continued operation and maintenance of 
Project No. 539, subject to the terms and 
conditions of the present license. Take 
further notice that if Federal takeover or 
issuance of a new license does not take 
place on or before August 18, 1977, a new 
annual license will be issued each year 
thereafter, effective August 19 of each 
year, until such time as Federal takeover 
takes place or a new license is issued, 
without further notice being given by the 
Commission. 

Kenneth F. Plumb, 
Secretary . 

[FR Doc.76-24432 Filed 8-19-76:8:45 am] 


[Docket No. ER76-781J 

MICHIGAN POWER CO. 

Order Accepting for Filing and Suspending 
Proposed Tariff Sheets, Denying Waiver, 
and Granting Interventions and Estab¬ 
lishing Procedure 

August 12, 1976. 

On July 14,1976 Michigan Power Com¬ 
pany (MPCo) tendered for filing revised 
sheets 1 to its FPC Electric Tariff MRS. 


1 First Revised Sheet No. 1; Second Revised 
Sheet No. 6; First Revised Sheet No. 7; First 
Revised Sheet No. 8. 


Original Volume No. 1. MFCo’s tender 
proposed a two-step increase in rates for 
its wholesale for resale service to the City 
of Dowagiac and the Village of Paw Paw; 
a modification of its fuel clause to con¬ 
form to Section 35.14 of the Commission’s 
Regulations; and. an increase in the min¬ 
imum monthly billing demand. For the 
reasons hereinafter stated, the Commis¬ 
sion shall deny waiver of the notice re¬ 
quirement for the first step of MPCo’s 
proposed increase, suspend the second 
step for two months and accept the pro¬ 
posed fuel clause, and grant interven¬ 
tion. 

MPCo proposes a two-step increase in 
rates by this filing. First Revised Sheet 
No. 6. proposed to be effective on July 26, 
1976, is designed to recover increased 
purchase power costs from Indiana and 
Michigan Electric Company which result 
from the Commission’s order of June 25, 
1976 in Docket No. ER76-714 et al. Sec¬ 
ond Revised Sheet No. 6, proposed to be 
effective August 13, 1‘976, is designed to 
recover increased costs of capital and 
increased costs of providing electric serv¬ 
ice in addition to increased purchased 
power costs. 

MPCo requests waiver of the notice re¬ 
quirement, as provided by Section 35.11 
of the Commission’s Regulations, in 
order to allow First Revised Sheet No. 6 
to become effective July 26, 1976. In sup¬ 
port of its request. MPCo states that if 
not granted, it will be required to bear 
the total increased power costs from July 
26, 1976 to the dates its proposed rates 
under Second Revised Sheet No. 6 be¬ 
come effective. MPCo states further that 
the volume of work required to prepare 
its cases before the Michigan Public 
Service Commission in relation to the size 
of its staff prevented the filing from being 
tendered sooner. Finally, MPCo claims 
that if waiver is not granted the City of 
Dowagiac and the Village of Paw Paw 
will not be paying their “fair share of 
MPCo’s cost of electric energy services” 
for the period before the proposed rates 
become effective. 

Public notice of MPCo’s increase was 
issued on July 20, with comments, pro¬ 
tests or petitions to intervene due on or 
before August 6, 1976. On August 5, 
1976 a Protest, Petition to Intervene. Re¬ 
quest For Hearing and Five Month Sus¬ 
pension and Request for Conditions was 
filed by the City of Dowagiac (Dowa¬ 
giac) . Dowagiac states that it will be di¬ 
rectly and adversely affected by MPCo’s 
proposed changes and that its interests 
cannot be represented adequately by 
other parties and, therefore, it requests 
to intervene in the proceeding. Dowagiac 
stated also that it competes directly with 
MPCo for retail customers and that it 
cannot pass through MPCo’s rate in¬ 
crease until approved by the Michigan 
Public Service Commission. Dowagiac 
claims this “creates an immediate price 
squeeze which will severely damage the 
City’s ability to retail its commercial and 
residential loads.” Dowagiac requests a 
full five month suspension in view of this. 
Dowagiac requests that waiver of the 30- 
day notice requirement not be granted. 
It requests also that “the Commission 
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investigate whether it should order direct 
service by I&M as an alternative to pay¬ 
ing an unconscionable mark-up tx> MPC.” 
Dowagiac challenges the rate of return, 
cost of service items included in MPCo’s 
filing and the proposed fuel clause. Do¬ 
wagiac requests finally that the Commis¬ 
sion condition a determination of the 
just and reasonable level in this case 
with these provisions: “MPC shall (1) re¬ 
duce its rate and charges to Dowagaic to 
reflect any reductions in its cost of pur¬ 
chased power from I&M and (2) flow¬ 
through to its wholesale customers their 
proper allocated share of any refunds or¬ 
dered in this docket.” 

Many of the issues raised in Dowagaic’s 
Protest are properly the subject for fur¬ 
ther development and consideration at 
hearing rather than at this stage of the 
proceeding. This order does deny waiver 
of the notice requirement for MPCo’s 
proposed first step increase. The decision 
to suspend is discretionary and the Com¬ 
mission does not believe a full five month 
suspension is warranted in this case. The 
Commission does not agree that the ex¬ 
plicit conditions suggested by Dowagaic 
need be applied here. As noted, MPCo’s 
proposed increase includes purchased 
power costs from Indiana and Michigan; 
to the extent that such increased costs 
are not allowed to Indiana and Michigan, 
they could not be charged by MPCo, 
therefore, MPCo’s rates would be reduced 
accordingly. To the extent that the 
wholesale customers are paying increased 
rates due to purchased power costs or for 
other proposed increases, any refunds, 
resulting from the final determination of 
the just and reasonable rate for MPCo 
will flow back to these wholesale 
customers. 

A Petition to Intervene of the Village 
of Paw Paw was received on August 9, 
1976. 

Section 35.11 of the Commission’s Reg¬ 
ulations reads, in part: “for good cause 
shown, the Commission may, by order, 
provide that a rate schedule, or part 
thereof, shall be effective as of a date ... 
prior to the date the rate schedule would 
become effective in accordance with these 
rules.” MPCo requests waiver under this 
Section for First Revised Sheet No. 6 
which would be effective only from 
July 26. 1976 to August 14. 1976 at which 
time Second Revised Sheet No. 6 becomes 
effective. First Revised Sheet No. 6 is 
designed to recover only the increased 
purchase power costs of Indiana & Mich¬ 
igan Electric Company. The Commission 
found that Indiana & Michigan’s pro¬ 
posed rates in Docket Nb. ER76-714 had 
not been shown to be just and reasonable 
and, therefore, they are being collected 
subject to refund. MPCo’s proposed rates 
under First Revised Sheet No. 6 have 
also not been shown to be just and rea¬ 
sonable. Thus MPCo is protected from 
overcollection by Indiana $ Michigan by 
the refund provisions of the Commis¬ 
sion’s order. Furthermore, the period 
during which MPCo claims it is absorbing 
the increased costs is relatively short. Ac¬ 
cordingly. because good cause has not 
been shown, the Commission shall not 


grant waiver under Section 35.11 in order 
to permit MPCo's filing to become effec¬ 
tive prior to the end of the required notice 
period. 

The Commission’s review of Second 
Revised-Sheet No. 6 indicates that it is 
designed to recover the increased pur¬ 
chase power costs and other increased 
costs which MPCo claims. MPCo proposes 
an effective date of August 1S3. 1976 for 
the Second Revised Sheet. MPCo’s pro¬ 
posed rates under Second Revised Sheet 
No. 6 have not been shown to be just 
and reasonable and, therefore, they may 
be unjust, unreasonable, unduly dis¬ 
criminatory or preferential, or other¬ 
wise unlawful. Accordingly, the Second 
Revised Sheet No. 6 should be accepted 
for filing and suspended for two months. 

MPCo tendered also First Revised 
Sheet No. 7 and First Revised Sheet No. 
8 which are designed to change MPCo’s 
fuel adjustment clause to conform to 
Section 35.14 of the Commission^ Regu¬ 
lations. The Commission’s review of 
MPCo’s proposed fuel clause indicates 
that it does conform to Section 35.14. 
First Revised Sheet No. 7 and First Re¬ 
vised Sheet No. 8, therefore, should be 
accepted for filing. 

The Commission finds: (1) Good cause 
does not exist for waiver of the notice 
requirements under Section 35.11 for 
MPCo’s proposed First Revised Sheet 
No. 6. 

(2) MPCo’s Second Revised Sheet No. 
6 should be accepted for filing and use 
thereof suspended for two months. 

(3) MPCo’s First Revised Sheet No. 7 
and First Revised Sheet No. 8 should be 
accepted for filing and suspended use 
thereof for two months. 

(4) Good cause exists to allow Dowa¬ 
gaic and Paw Paw to intervene in this 
proceeding. 

The Commission orders: (A) MPCo’s 
request for waiver of the notice require¬ 
ment is hereby denied. 

(B) Second Revised Sheet No. 6. First 
Revised Sheet No. 7 and First Revised 
Sheet No. 8 are hereby accepted for filing 
and the use thereof suspended for two 
months, or until October 13, 1976, at 
which time they may become effective, 
subject to refund, pending the outcome 
of the litigation thereon. 

(C) Pursuant to the authority of the 
Federal Power Act. particularly Sections 
205 and 206 thereof, the Commission’s 
Rules of Practice and Procedure, and 
the Regulations under the Federal Power 
Act (18 CFR Chapter I), a public hearing 
shall be held concerning the justness 
and reasonableness of the rates, charges, 
terms, and conditions of service included 
in MPCo’s FPC Electric Tariff MRS as 
proposed to be revised by the subject 
filings. 

(D) The Staff shall prepare and serve 
top sheets on all parties for settlement 
purposes on or before January 26. 1977. 
(See Administrative Order No. 157.) 

(E) A Presiding Administrative Law 
Judge to be designated by the Chief Ad¬ 
ministrative Law Judge for that purpose 
(See Delegation of Authority, 18 CFR 
3.5(d)), shall convene a settlement con¬ 
ference in this proceeding on a date cer¬ 


tain within 10 days after the service of 
top sheets by the Staff, in a hearing or 
conference room of the Federal Power 
Commission, 825 North Capitol Street. 
N.E., Washington, D.C. 20426. 

Said Presiding Administrative Law Judge 
is hereby authorized to establish all pro¬ 
cedural dates and to rule upon all mo¬ 
tions (with the exceptions of petitions to 
intervene, motions to consolidate and 
sever, and motions to dismiss), as pro¬ 
vided for in the Rules of Practice and 
Procedure. 

(F) MPCo shall file monthly with the 
Commission the report on billing deter¬ 
minants and revenues collected under the 
presently effective rates and the proposed 
increased rates filed herein, as required 
by Sectiofi 35.19a of the Commission Reg¬ 
ulations, 18 CFR Section 35.19a. 

(G) Dowagaic and Paw Paw are here¬ 
by permitted to intervene in this pro¬ 
ceeding, Provided , however , that partici¬ 
pation by them shall be limited to 
matters affecting asserted rights and in¬ 
terests as specifically set forth in their 
petitions to intervene; and Provided, fur¬ 
ther, that the admission of these parties 
shall not be construed as recognition by 
the Commission that they might be ag¬ 
grieved because of any order or orders of 
the Commission entered in this proceed¬ 
ing. 

(H) The Secretary shall cause prompt 
publication of this order to be made in 
the Federal Register and shall serve a 
copy thereof on the wholesale customers 
of Michigan Power Company. 

By the Commission. 

Kenneth F. Plumb, 
Secretary. 

|FR Doc.76-24433 Filed 8-19-76.8:45 am| 


[Docket No. RP72-149 PGA 76-12] 

MISSISSIPPI RIVER TRANSMISSION 
CORP. 

Proposed Change in Rates 

August 13, 1976. 

Take notice that Mississippi River 
Transmission Corporation (MRT) ten¬ 
dered for filing Forty-Fourth Revised 
Sheet No. 3A to its FPC Gas Tariff. First 
Revised Volume No. 1. MRT states this 
is being made pursuant to track a rate 
change filing of Natural Gas Pipeline 
Company of America made pursuant to 
the term of the PGA provisions of its 
tariff. 

MRT proposes an effective date of 
September 1, 1976 for this filing. MRT 
states that copies of the filing were served 
on its jurisdictional customers and in¬ 
terested state commissions. 

Any person desiring to be heard or to 
protest said filing should file a petition 
to intervene or protest with the Federal 
Power Comission, 825 North Capitol 
Street, N.E., Washington. D.C. 20426. 
in accordance with Sections 1.8 and 1.10 
of the Commission’s Rules of Practice 
and Procedure filed on or before August 
31. 1976. Protests will be considered by 
the Commission in determining the ap¬ 
propriate action to be taken, but will not 
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serve to make protestants parties to the 
proceeding. Any person wishing to be¬ 
come a party must file a petition to inter¬ 
vene. Copies of this filing are on file with 
the Commission and are available for 
public inspection. 

Kenneth F. Plumb, 

Secretary . 

[PR Doc.76-24438 Filed 8-19-70;8:45 am| 


(Docket No. CP76-467( 

MICHIGAN WISCONSIN PIPE LINE CO. 

Application 

August 12,1976. 

Take notice that on August 3, 19J6, 
Michigan Wisconsin Pipe Line Company 
(Applicant), One Woodward Avenue, De¬ 
troit. Michigan 48226, filed in Docket No. 
CP76-467 an application pursuant to 
Section 7(c) of the Natural Gas Act and 
Section 157.7(c) of the Regulations 
thereunder (18 CFR 157.7(c)) for a cer¬ 
tificate of public convenience and neces¬ 
sity authorizing the construction, dur¬ 
ing the 12 month period commencing 
October 1, 1976, and operation of facil¬ 
ities to make miscellaneous rearrange¬ 
ments on its system, all as more fully 
set forth in the application on file with 
the Commission and open to public in¬ 
spection. 

The stated purpose of this budget-type 
application is to augment Applicant’s 
ability to act with reasonable dispatch 
in making miscellaneous rearrangements 
which would not result in any change in 
gas sales or transportation service pres¬ 
ently rendered by Applicant. Applicant 
states that the proposed facilities would 
not exceed a total cost of $300,000, which 
would be financed with funds on hand. 

Any person desiring to be heard or to 
make any protest with reference to said 
application should on or before Septem¬ 
ber 1, 1976, file with the Federal Power 
Commission, Washington, D C. 20426. a 
petition to intervene or a protest in ac¬ 
cordance with the requirements of the 
Commission’s Rules of Practice and Pro¬ 
cedure (18 CFR 1.8 or 1.10) and the Reg¬ 
ulations under the Natural Gas Act (18 
CFR 157.10). All protests filed with the 
Commission will be considered by it in 
d tcrmining the appropriate action to be 
taken but will not serve to make the pro- 
te.stants parties to the proceeding. Any 
-person wishing to become'a party to a 
proceeding or to participate as a party 
m any hearing therein must file a peti¬ 
tion to intervene hi accordance with the 
Commission’s Rules. 

Take further notice that, pursuant to 
tne authority contained in the subject 
m the jurisdiction conferred upon the 
Federal Power Commission by Sections 7 
and 15 of the Natural Gas Act and the 
Commission’s Rules of Practice and Pro- 
3 . re ' a Rearing will be held without 
*?, otice before the Commission on 
uns application if no petition to inter- 
wlth,n the tim e required 
, eixl ; “the Commission on its own re- 
thn matter finds that a grant of 

crtnJL « tiflcate re <Hfired by the public 
convenience and necessity. If a petition 


for leave to intervene is timely filed, or 
if the Commission on its own motion be¬ 
lieves that a formal hearing is required, 
further notice of such hearing will be 
duly given. 

Under the procedure herein provided 
for unless otherwise advised, it will be 
unnecessary for Applicant to appear or 
be represented at the hearing. 

Kenneth F. Plumb, 

Secretary . 

[FR Doc. 76-24423 Filed 8-10-76:8:45 am) 


[Docket No. ER7G-827) 

MINNESOTA POWER & LIGHT CO. 

Proposed Changes in Rates and Charges 

August 12.1976. 

Take notice that Minnesota Power & 
Light Company (MP&L) on July 30, 
1976, tendered for filing proposed 
changes in its rates and charges to 
seventeen municipal customers, one 
privately-owned electric system cus¬ 
tomer and two rural electric cooperative 
customers, as embodied in MP&L’s pro¬ 
posed Rate Schedule No. 88, applicable to 
its full requirements municipal and 
privately-owned electric system cus¬ 
tomers, and proposed Rate Schedule No. 
89, applicable to its electric cooperative 
customers. In addition. MP&L has filed 
for an increase to 4.30 mills per kilo- 
watthour in the transmission service 
rates applicable to the City of Wadena, 
Minnesota. The proposed changes would 
increase revenues from jurisdictional 
sales and service by $1,939,505 based on 
the twelve-month period ending Au¬ 
gust 30, 1976. 

During 1975. MP&L states that it 
earned a rate of return of 8.53% from 
service to its full requirements municipal 
customers, 7.99% from its rural electric 
cooperative customers, 8.32% from its 
privately-owned electric system cus¬ 
tomer, and 10.05% from its wheeling cus¬ 
tomers. Based on the data presented in 
the Company’s filing relative to the 1976 
test period, it is expected that these rates 
of return will be 8.03%, 7.52%, 7.47 and 
9.51%, respectively, in 1976 in the ab¬ 
sence of rate relief. The proposed rates 
are designed to enable MP&L to im¬ 
prove the rate of return earned from its 
service to these jurisdictional customers, 
which the Company believes is necessary 
if it is to attract the amounts of capital 
necessary to provide adequate service 
to these customers. 

Copies of the applicable portions of the 
filing have been served upon MP&L’s 
jurisdictional customers. Copies have 
also been mailed to the Minnesota Public 
Sevice Commission and the Public Serv¬ 
ice Commission of Wisconsin. 

Any person desiring to be heard or to 
protest said application should file a 
petition to intervene or protest with the 
Federal Power Commission. 825 North 
Capitol Street, N.E., Washington, D.C. 
20426, in accordance with Sections 1.8 
and 1.10 of the Commision’s Rules of 
Practice, and Procedure (18 CFR 1.8, 
1.10). All such petitions or protests 


should be filed on or before August 31, 
1976. Protest will be considered by the 
Commission in determining the appro¬ 
priate action to be taken, but will not 
serve to make protestants parties to the 
proceeding. Copies of this application are 
on file with the Commission and are 
available for public inspection. 

Kenneth F. Plumb, 

Secretary. 

|FR Doc.76-24424 Filed 8-19-76;8:45 ami 


(Project No. 346( 

MINNESOTA POWER AND LIGHT CO. 

Issuance of Annual License(s) 

August 12, 1976. 

On August 13, 1970, Minnesota Power 
and Light Company, Licensee for 
Blanchard Project No. 346, located on 
the Mississippi River below Pike Rapids 
in Morrison County, Minnesota, filed an 
application for a new license under the 
Federal Power Act and Commission reg¬ 
ulations thereunder. 

The license for Project No. 346 was is¬ 
sued effective August 25, 1923, for a pe¬ 
riod ending August 24, 1973. Since the 
original date of expiration, the project 
has been maintained and operated under 
annual licenses, the most recent of which 
will expire August 24, 1976. In order to 
authorize the continued operation and 
maintenance of the project pursuant to 
the Federal Power Act, pending Commis¬ 
sion action on licensee’s application, it is 
appropriate and in the public interest to 
issue an annual license to Minnesota 
Power and Light Company. 

Take notice that an annual license is 
issued to Minnesota Power and Light 
Company under the Federal Power Act 
for the period August 25. 1976, to Au¬ 
gust 24. 1977. or until Federal takeover, 
or until the. issuance of a new license for 
the project, whichever comes first, for the 
continued operation and maintenance of 
the Blanchard Project No. 346, subject 
to the terms and conditions of the pres¬ 
ent license. Take further notice that if 
Federal takeover or issuance of-a new 
license does not take place on or before 
August 24, 1977, a new annual license 
will be issued each year thereafter, ef¬ 
fective August 25 of each year, until such 
time as Federal takeover takes place or 
a new license is issued, without further 
notice being given by the Commission. 

Kenneth F. Plumb, 
Secretary. 

(FR DOC.76-24434 Filed 8-19-76;8:45 am] 


(Docket No. ER76-785| 

MONONGAHELA POWER CO. 

Order Accepting for Filing and Suspending 
Proposed Rate Changes, Establishing 
Procedures, and Granting Intervention 

August 13, 1976. 

On July 15. 1976, Monongahela Power 
Company (Monongahela) tendered for 
filing proposed changes in its FPC Elec- 
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trie Tariff 1 2 for wholesale electric serv¬ 
ice/ For the reasons set forth below, 
the Commission shall accept the ten¬ 
dered tariff sheets for filing, suspend the 
proposed rates for one month to be col¬ 
lected thereafter subject to refund, and 
establish hearing procedures. 

The proposed changes would increase 
revenues from jurisdictional sales and 
service by $284,328 (16.7%), based on 
the year ended June 30, 1977. The pro¬ 
posed effective date is August 14. 1976. 
Monongahela states in its filing that it 
requests the proposed rate increase be¬ 
cause it is experiencing increases in the 
cost of capital, labor, materials and 
supplies. 

Public notice of the filing was issued 
on July 28. 1976, with petitions or pro¬ 
tests due on or before August 3, 1976. 

On August 3, the Cities of New Mar¬ 
tinsville and Philippi, West Virginia, and 
Harrison Rural Electrification Associa¬ 
tion. Inc. (Petitioners) filed a Protest. 
Petition to Intervene. Objection, and 
Request for Maximum Suspension 
Period. 

Petitioners state that they are subject 
to regulation by the West Virginia Pub¬ 
lic Service Commission and may not in¬ 
crease their retail rates so as to pass 
through the proposed wholesale rate in¬ 
crease without an order of approval is¬ 
sued by that Commission following 30 
days’ public notice. Moreover, the state 
Commission will not act on Petitioners’ 
request until after the Federal Power 
Commission issues its order allowing the 
wholesale rate increase to become effec¬ 
tive. Petitioners argue that, since they 
provide about six-tenths of one percent 
of the total revenues of Monongahela, 
the suspension of the proposed rate for 
five months will have a de minimis effect 
on Monongahela. 

Petitioners state that a “price squeeze” 
situation may exist, based on a prelimi¬ 
nary comparison of the proposed whole¬ 
sale rates with the equivalent retail rates 
charged by the Company in West Vir¬ 
ginia. Petitioners therefore reserve their 
rights with respect to this issue until 
their analysis is complete. 

Petitioners also raise a number of cost 
of service issues, which are summarized 
as follows: (1) The absence of testi¬ 
mony and exhibits in support of the 
Company’s requested rate of return of 
9.52%; (2) the Company’s method of al¬ 
locating distribution plant; (3) the de¬ 
mand and energy losses used by the Com¬ 
pany in calculating the energy alloca¬ 
tion factor; (4) the consolidated federal 
income tax return; (5) the effect on cost 
allocations of abnormal conditions in 
the test year; (6) the annualization of 
certain wage and salary increases; (7) 
the rate of capitalization for AFUDC (al¬ 
lowance for funds used during construc¬ 
tion) . 


1 See Attachment for designations. 

2 Wholesale customers under the Tariff are 
Harrison Rural Electrification Association, 
Inc., Potomac Edison Company, Town of 
Martinsville. West Virginia, and City of 
PhUlppi, West Virginia. 


In addition, Petitioners allege that 
Monongahela has failed to provide a 
utility grade of reliable service to its cus¬ 
tomers. Petitioners cite problems of fre¬ 
quent outages, unreliable service, poor 
communications between Company and 
customer, and the Cooperative’s failure 
to obtain Monongahela’s permission to 
build a new delivery point which the 
Cooperative claims it needs to maintain 
proper service voltage. 

The Commission’s review indicates 
that the proposed rates filed herein by 
Monongahela have not been shown to be 
just and reasonable and may be unjust, 
unreasonable, unduly discriminatory, 
preferential or otherwise-unlawful. The 
Commission shall therefore suspend the 
proposed rates for one month and shall 
establish hearing procedures. 

The Commission finds: (1) Good 
cause exists to accept for filing Monon¬ 
gahela's proposed increased rates filed 
July 15, 1976, and to suspend those rates 
fori-one month until September 15, 1976. 
when they may be permitted to become 
effective, subject to refund, pending the 
outcome of a hearing and decision 
thereon. / 

<2) Participation by the Cities of New 
Martinsville and Philippi, West Virginia, 
and Harrison Rural Electrification As¬ 
sociation, Inc., in this proceeding may be 
in the public interest. 

The Commission orders: (A> Pending 
a hearing and decision thereon, Monon- 
gahela’s proposed rate schedules are 
hereby accepted for filing and suspended 
from operation for one month, to be¬ 
come effective September 15, 1976, sub¬ 
ject to refund. 

(B) The Cities of New Martinsville 
and Philippi, West Virginia, and Har¬ 
rison Rural Electrification Association, 
Inc., are hereby permitted to intervene 
in this proceeding, subject to the rules 
and regulations of the Commission; Pro¬ 
vided , however, that participation of 
such intervenors shall be limited to mat¬ 
ters affecting asserted rights and in¬ 
terests as specifically set forth in the 
petition to intervene; and Provided, 
further, that the admission of such in¬ 
tervenors shall not be construed as recog¬ 
nition by the Commission that they 
might be aggrieved because of any order 
or orders of the Commission entered in 
this proceeding. 

<C> Pursuant to the authority of the 
Federal Power Act, particularly Sections 
205 and 206 thereof, and the Commis¬ 
sion’s Rules and Regulations, a hearing 
shall be held concerning the justness 
and reasonableness of the subject rate 
increase. 

(D> The Commission Staff shall pre¬ 
pare and serve top sheets on all parties 
for purposes of settlement on or before 
February 14. 1977. (See Administrative 
Order No. 157). 

<E) A Presiding -Administrative Law 
Judge to be designated by the Chief Ad¬ 
ministrative Law Judge for that pur¬ 
pose (See Delegation of Authority, 18 
CFR 3.5(d)), shall convene a settlement 
conference in this proceeding on a date 
certain within 10 days after the service 


of top sheets by the Staff, in a hearing or 
conference room of the Federal Power 
Commission, 825 North Capitol Street, 
N.E., Washington. D.C. 20426. Said Pre¬ 
siding Administrative Law Judge is 
hereby authorized to establish all pro¬ 
cedural dates and to rule upon all mo¬ 
tions (with the exceptions of petitions 
to intervene, motions to consolidate and 
sever, and motions to dismiss), as pro¬ 
vided for in the Rules of Practice and 
Procedure. 

(F) Monongahela shall file monthly 
with the Commission the report on bill¬ 
ing determinants and revenues collected 
under the presently effective rates and 
the proposed increased rates filed herein, 
as required by Section 35.19a of the 
Commission’s Regulations, 18 CFR 
Section 35.19a. 

(G) The Secretary shall cause prompt 
publication of this order to be made in 
the Federal Register. 

By the Commission. 

Kenneth F. Plumb, 
Secretary 

Monongahela Power Company 
Docket No. ER7G-785 

DESIGNATION 

Second Revised Sheet No. 11, Cancels 
Sheet Nos. First Revised Sheet Nos. 11 
and 12 and Original Sheet No. 13. 

Second Revised Sheet No. 14. Super¬ 
sedes Sheet No. First Revised Sheet No. 

14. 

Second Revised Sheet No. 15, Super¬ 
sedes Sheet No. First Revised Sheet No. 

15. 

(FR Doc.76-24439 Filed 8-19-76:8:45 am) 


| Docket No. CP76-4601 

NATURAL GAS PIPELINE COMPANY OF 
AMERICA 

Application 

August 12, 1976. 

Take notice that on August 2, 1976, 
Natural Gas Pipeline Company of Amer¬ 
ica (Applicant), 122 South Michigan 
Avenue. Chicago, Illinois 60603. filed in 
Docket No. CP76-460 an application pur¬ 
suant to Section 7(c) of the Natural Gas 
Act and Section 157.7(b) of the Regula¬ 
tions thereunder (18 CFR 157.7(b)), for 
a certificate of public convenience and 
necessity authorizing the construction, 
during the 12-month period commencing 
October 1, 1976, and operation of facili¬ 
ties to enable Applicant to take into its 
certificated main pipeline system natural 
gas which would be purchased from pro¬ 
ducers and other similar sellers thereof, 
all as more fully set forth in the applica¬ 
tion on file with the Commission ana 
open to public inspection. 

The stated purpose of this budget-type 
application is to augment Applicants 
ability to act with reasonable dispatch in 
connecting to its pipeline system supplies 
of natural gas which may become avail¬ 
able from various producing areas gen¬ 
erally co-extensive with its pipeline sys¬ 
tem or the systems of other pipeline 
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companies which may be authorized to 
transport gas for the account of or ex¬ 
change gas with Applicant. 

Applicant states that the total cost of 
the proposed facilities would not exceed 
$10,000,000. with no single on-shore 
project to exceed a cost of $1,500,000 and 
no single offshore project to exceed a cost 
of $2,500,000. These costs would be 
financed with funds on hand. 

Applicant states that its existing budg¬ 
et-type authorization in Docket No. 
CP76-80 is effective during the calendar 
year 1976 and that Applicant desires to 
change the period of authorization so 
that it coincides with Applicant’s fiscal 
construction budget which will com¬ 
mence on October 1, 1976. Accordingly, 
Applicant requests that the authoriza¬ 
tion requested in the instant application 
commence October 1, 1976, and states 
that on that date Applicant will ter¬ 
minate its use of the authorization issued 
in Docket No. CP76-80. 

Any person desiring to be heard or to 
make any protest with reference to said 
application should on or before Septem¬ 
ber 2, 1976, file with the Federal Power 
Commission, Washington, D.C. 20426, a 
petition to intervene or a protest in ac¬ 
cordance with the requirements of the 
Commission’s Rules of Practice and 
Procedure (18 CFR 1.8 or 1.10) and the 
Regulations under the Natural Gas Act 
(18 CFR 157.10). All protests filed with 
the Commission will be considered by it 
in determining the appropriate action to 
be taken but will not serve to make the 
Protestants parties to the proceeding. 
Any person wishing to become a party to 
a proceeding or to participate as a party 
in any hearing therein must file a peti¬ 
tion to intervene in accordance with the 
Commission’s Rules. 

Take further notice that, pursuant to 
the authority contained in and subject 
to the jurisdiction conferred upon the 
Federal Power Commission by Sections 
7 and 15 of the Natural Gas Act and the 
Commission’s Rules of Practice and 
Procedure, a hearing will be held without 
further notice before the Commission on 
tills application if no petition to inter¬ 
vene is filed within the time required 
herein, if the Commission on its own re¬ 
view of the matter finds that a grant of 
the certificate is required by the public 
convenience and necessity. If a petition 
for leave to intervene is timely filed, or 
if the Commission on its own motion be¬ 
lieves that a formal hearing is required, 
further notice of such hearing will be 
duly given. 

Under the procedure herein provided 
for, unless otherwise advised, it will be 
unnecessary for Applicant to appear or 
be represented at the hearing. 

Kenneth F. Plumb, 

Secretary . 

IFR Doc.76-24425 FUed 8-10-76:8:45 ami 


[Docket No. ER7G-826] 

PENNSYLVANIA POWER & LIGHT CO. 

Proposed Rate Changes 

August 12,1976. 

Take notice that Pennslyvania Power 
& Light Company (PP&L), on July 30, 
1976, tendered for filing proposed changes 
in its Rate Schedule FPC Nos. 28, 32. 45, 
50, 51, 54, 55, 56. 57, 58, 59, 60, 63, 65, 
and 61, applicable to the Boroughs of 
Watsontown, Duncannon. Blakely, 
Weatherly, Schuylkill Haven, Perkasie, 
Mifflinburg, St. Clair, Catawissa, Ephrata, 
Hatfield, Quakertown, Lehighton, Oly¬ 
phant and to Citizens Electric Company 
of Lewisburg, respectively. The proposed 
changes would increase revenues from 
jurisdictional sales and service by $964,- 
890, or 11.4%, based on the 12-month 
period ending December 31, 1975. 

Copies of the filing were served upon 
PP&L's jurisdictional customers named 
above and upon the Pennsylvania Public 
Utility Commission. 

Any person desiring to be heard or to 
protest said application should file a peti¬ 
tion to intervene or protest with the Fed¬ 
eral Power Commission, 825 North Cap¬ 
itol Street, NE., Washington, D.C. 20426. 
in accordance with Sections 1.8 and 1.10 
of the Commiss ion’s rules of practice and 
procedure (18 CFR 1.8, 1.10). All such 
petitions or protests should be filed on or 
before September 12, 1976. Protests will 
be considered by the Commission in de¬ 
termining the appropriate action to be 
taken.xhut will not serve to make pro- 
testants parties to the proceedings. Any 
person wishing to become a party must 
file a petition to intervene. Copies of this 
application are on file with the Com¬ 
mission and are available for public in¬ 
spection. 

Kenneth F. Plumb, 
Secretary . 

(FR Doc.76-24426 Filed 8-19-76:8:45 am] 


[Docket No. ER76-825) 

SOUTHERN INDIANA GAS AND 
ELECTRIC CO. 

Tariff Change • 

August 12. 1976. 

Take notice that Southern Indiana Gas 
and Electric Company (Southern Indi¬ 
ana) on July 30, 1976, tendered for filing 
in accordance with Section 35.13 of the 
Commission's Regulations, proposed 
changes in its FPC Electric Service 
Schedules: 

(a) City of Tell City, Indiana-FPC 
Schedule No. 9 as supplemented; 

(b) City of Huntingburg, Indiana- 
FPC Schedule No. 22, as supplemented; 

<c) City of Boonville, Indiana-FPC 
Schedule No. 28, as supplemented; 

(d) Town of Ferdinand, Indiana-FPC 
Schedule No. 20. as supplemented; 


The proposed changes would increase 
revenues from jurisdictional sales and 
service by $878,881 based on the twelve 
(12) months period ending December 31, 

1975. 

Southern Indiana states that each of 
its wholesale customers has agreed to the 
proposed changes as evidenced by written 
contracts contained In supplements to 
said rate schedules and by certificates of 
concurrence filed by the wholesale cus¬ 
tomers as part of the filing. The contracts 
are cancelable only upon five (5) years 
notice and provide for a unilateral rate 
change application in the form author¬ 
ized by FPC Order No. 541-A. Southern 
Indiana’s existing wholesale electric serv¬ 
ice agreements provide for a unilateral 
change in rates. 

The proposed schedules also contain a 
fuel adjustment clause, revised in ac¬ 
cordance with FPC Ord^r No. 517. South¬ 
ern Indiana has previously filed such 
a revised clause with the Federal Power 
Commission on February 8, 1976. 

The Company states that the proposed 
changes are necessarv in order to meet 
the increased demands for jurisdictional 
and non-jurisdictional electric utility 
service and to permit it to enlarge and 
extend its generation and transmission 
facilities requiring the expenditure and 
investment of substantial sums of money 
in plant, properties and equipment. 

Copies of Southern Indiana’s filings 
have been served upon all of Southern 
Indiana’s jurisdictional all requirements 
customers, to-wit: 

1. City of Tell City. Indiana; 

2 . City of Huntingburg, Indiana. 

3. City of Poonvi^e Tn^i*]^ 

4. Town of Ferdinand, Indiana. 

and upon the Public Service Commission 
of Indiana (Attn: Max W. Tucker, Secre¬ 
tary. 

Any person desiring to be heard or to 
protest Southern Indiana’s application 
should file a petition to intervene or pro¬ 
test with the Federal Power Commission, 
825 North Capitol Street. N.E.. Washing¬ 
ton, D C. 20426, in accordance with Sec¬ 
tions 1.8 and 1.10 of the Commission’s 
Rules of Practice and Procedure (18 CFR 
1.8, 1.10). All such petitions or protests 
should be filed on or before August 25, 

1976. Protests will be considered by the 
Commission In determining the appro¬ 
priate action to be taken, but will not 
serve to make protestants parties to the 
proceeding. Any person wishing to be¬ 
come a party must file a petition to in¬ 
tervene. Copies of this application are on 
file with the Commission and are avail¬ 
able for public inspection. 

Kenneth F. Plumb, 
Secretary. 

[FRDoc.76-24427 FUed 8-19-76;8:45 am] 
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SOUTHERN NATURAL GAS CO., ET AL 

(Docket Nos. RP76-67-2; CP70-7; RP76-67-5] 

Extension of Time 

August 13, 1976. 

Southern Natural Gas Co. (South 
Carolina Electric and Gas Company) 
Southern Natural Gas Company South¬ 
ern Natural Gas Company (The Utilities 
Board of the Town of Trussville, Ala¬ 
bama) . 

On August 9, 1976, The Utilities Board 
of the Town of Trussville, Alabama 
(Trussville), filed a request for an ex¬ 
tension of time of the procedural sched¬ 
ule fixed by Order issued August 3, 1976, 
in which to file its direct case in the 
above-designated proceeding. South 
Carolina Electric and Gas Company, a 
party to this proceeding, filed an opposi¬ 
tion to Trussville’s request on August 12, 
1976. 

Upon consideration, notice is hereby 
given that the time to file direct cases 
in this proceeding is extended to and 
including August 20,1976. 

This extension does not affect the date 
for public hearing fixed by Order issued 
August 3, 1976, for August 31, 1976, at 
10:00 a.m., in a hearing room of the 
Federal Power Commission, 825 North 
Capitol Street. N.E., Washington, D.C. 
20426. 

Lois D. Cashell. 

Secretary. 

(FR Doc.76 24440 Filed 8-19-76:8:45 am] 


(Docket No. CP76-399| 

SOUTHWEST GAS CORP. 

Extension of Time 

August 13, 1976. 

On August 9. 1976, Southwest Gas 
Corporation filed a motion to extend the 
time for filing answers to the motion 
filed by Northwest Pipeline Corporation 
in the above-designated proceeding on 
July 26. 1976. 

Upon consideration, notice is hereby 
given that an extension of time for the 
filing of answers is granted to and in¬ 
cluding August 27, 1976. 

Kenneth F. Plumb, 

Secretary. 

(FR Doc. 76-24441 Filed 8-19-76; 8:45 am) 


of natural gas to Lowell Gas Company 
(Lowell), all as more fully set forth in 
the petition to amend on file with the 
Commission and open to public inspec¬ 
tion. 

Petitioner states that pursuant to au¬ 
thorization in the instant docket it sells 
pursuant to Rate Schedule CD-6 to 
Lowell a contracted demand of 34,680 
Mcf of natural gas per day for a delivery 
at a single point in Middlesex County, 
Massachusetts, the Tewksbury sales 
meter station. Petitioner proposes to 
establish an additional point of delivery 
of gas to Lowell in order to alleviate 
problems on Lowell’s distribution sys¬ 
tem which may result in outages of 
service in the Wilmington area as the 
result of low pressures on the distribu¬ 
tion system. Petitioner proposes to con¬ 
struct, at the expense of Lowell, and to 
operate facilities, to be owned by Lowell, 
to establish a new delivery point on Peti¬ 
tioner’s main line to be known as the 
Wilmington sales meter station. 

The petition to amend states that the 
Wilmington sales meter station would 
have a daily delivery capacity of 12,000 
Mcf of gas. Petitioner proposes to deliver 
gas to Lowell at the Tewksbury sales 
meter station with a daily volume limit 
of 34,680 Mcf and at the Wilmington 
sales meter station with a daily volume 
limit of 12,000 Mcf. It is stated that 
Lowell would not receive in excess of its 
Rate Schedule CD-6 contracted demand 
volume of 34,680 Mcf and would stay 
within its curtailment period quantity 
entitlement. 

Any person desiring to be heard or to 
make any protest with reference to said 
petition to amend should on or before 
August 31, 1976, file with the Federal 
Power Commission, Washington. D.C. 
20426, a petition to intervene or a protest 
in accordance with the requirements of 
the Commission’s Rules of Practice and 
Procedure (18 CFR 1.8 or 1.10) and the 
Regulations under the Natural Gas Act 
(18 CFR 157.10). All protests filed with 
the Commission will be considered by it 
in determining the appropriate action to 
be taken but will not serve to make the 
Protestants parties to the proceeding. 
Any person wishing to become a party to 
a proceeding or to participate as a party 
in any hearing therein must file a peti¬ 
tion to intervene in accordance with the 
Commission’s Rules. 


(Docket No. CP70-185] 

TENNESSEE GAS PIPELINE CO., A 
DIVISION OF TENNECO INC. 

Petition To Amend 

August 11. 1976. 

Take notice that on August 2, 1976. 
Tennessee Gas Pipeline Company, a 
Division of Tenneco Inc. (Petitioner). 
P.O. Box 2511, Houston, Texas 77001, 
filed in Docket No. CP70-185 a petition 
to amend further the order issuing a 
certificate of public convenience and ne¬ 
cessity in said docket pursuant to Sec¬ 
tion 7(c) of the Natural Gas Act, by 
which petition Petitioner requests au¬ 
thorization to construct and operate an 
additional point for the sale and deliver 


Kennetii F. Plumb, 

Secretary. 

(FR Doc.76-24430 Filed 8 17-76:8:45 am) 


(Docket No. CP76-458J 

TRANSCONTINENTAL GAS PIPE LINE 
CORP. 

Application 

August 12.1976. 

Take notice that on July 29, 1976, 
Transcontinental Gas Pipe Line Corpo¬ 
ration (Applicant), P.O. Box 1396, Hous¬ 
ton, Texas 77001, filed in Docket No. 
CP76-458 an application pursuant to 
Section 7(c) of the Natural Gas Act, as 
implemented by Section 157.7(b) of the 


Regulations thereunder (18 CFR 157.7 
(b)), for a certificate of public conveni¬ 
ence and necessity authorizing the con¬ 
struction, during the one-year period 
commencing October 22, 1976, and oper¬ 
ation of facilities to enable Applicant to 
take natural gas purcliased from produc¬ 
ers thereof, all as more fully set forth in 
the application which is on file with the 
Commission and open to public 
inspection. 

The stated purpose of this budget-type 
application is to augment Applicant’s 
ability to act with reasonable dispatclj, in 
the construction of gas-purchase facili¬ 
ties to enable Applicant to take natural 
gas supplies from producers, or other 
similar sellers, authorized by the Com¬ 
mission to make a sale of gas to Appli¬ 
cant for resale in interstate commerce, 
and to permit the delivery of natural gas 
to implement authorized exchange and/ 
or transportation arrangements with 
other natural gas companies. 

Applicant states that the total cost 
of said facilities would not exceed 
$12,000,000 and the cost of any single on¬ 
shore project would not exceed $1,500,000 
and cost of any single offshore project 
would not exceed $2,500,000. It is indi¬ 
cated that these costs would be financed 
initially from temporary bank loans and 
company funds, with permanent financ¬ 
ing to be arranged as part of an overall 
financing program. 

Any person desiring to be heard or to 
make any protest with reference to said 
application should on or before Septem¬ 
ber 2, 1976, file with the Federal Power 
Commission, Washington, D.C. 20426. a 
petition to intervene or a protest in ac¬ 
cordance with the requirements of the 
Commission’s Rules of Practice and Pro¬ 
cedure (18 CFR 1.8 or 1.10) and the Reg¬ 
ulations under the Natural Gas Act (18 
CFR 157.10). All protests filed with the 
Commission will be considered by it in 
determining the appropriate action to be 
taken but will not serve to make the 
Protestants parties to the proceeding. 
Any person wishing to become a party 
to a proceeding or to participate as a 
party in any hearing therein must file 
a petition to intervene in accordance 
with the Commission’s Rules. 

Take further notice that, pursuant to 
the authority contained in and subject 
to the jurisdiction conferred upon the 
Federal Pow r er Commission by Sections 
7 and 15 of the Natural Gas Act and the 
Commission’s Rules of Practice and Pro¬ 
cedure, a hearing will be held without 
further notice before the Commission on 
this application if no petition to in¬ 
tervene is filed within the time required 
herein, if the Commission on its own re¬ 
view of the matter finds that a grant of 
the certificate is required by the public 
convenience and necessity. If a petition 
for leave to intervene is timely filed, or 
if the Commission on its own motion be¬ 
lieves that a formal hearing is required, 
further notice of such hearing will be 
duly given. 

Under the procedure herein 
for. unless otherwise advised, it will be 
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unnecessary for Applicant to appear or 
be represented at the hearing. 

Kenneth F. Plumb, 

Secretary . 

[FR DOC.76-2442Q Filed 8-19-76;8:45 am] 


Docket No. CP75-19G 

UNITED GAS PIPE LINE CO. 

Amendment to Application 

August 12,1976. 

Take notice that on July 29, 1976, 
United Gas Pipe Line Company (Ap¬ 
plicant), P.O. Box 1478, Houston, Texas 
77001. filed in Docket No. CP75-196 an 
amendment to its application filed in 
said docket pursuant to Section 7(b) of 
the Natural Gas Act for an order per¬ 
mitting and approving abandonment of 
service to and abandonment and re¬ 
moval of certain facilities serving Atlas 
Processing Company, all as more fully 
set forth in the amendment which is on 
file with the Commission and open to 
public inspection. 

Applicant states that it applied in 
Docket No. CP76-157 for, among other 
things, authorization to abandon and 
sell certain facilities in and around the 
cities of Shreveport and Bossier City, 
Louisiana, to Arkansas Louisiana Gas 
Company (Arkla) and that the facili¬ 
ties serving Atlas were included in such 
application. Further, it is stated that in 
order that the transaction that was the 
subject of Docket No. CP76-157 could 
proceed independently of Applicant's 
abandonment application in the instant 
proceeding, Arkla entered into an ex¬ 
change-transportation agreement with 
Applicant to deliver gas to Atlas for Ap¬ 
plicant’s account pending approval of 
Applicant’s abandonment application in 
the instant docket. 

Applicant states that by order issued 
March 31, 1976, in Docket No. CP76-157, 
the exchange-transportation agreement 
and Applicant’s abandonment and sale 
of the facilities in question were author¬ 
ized. Accordingly, it is stated, the appli¬ 
cation in the instant docket requires 
amending to delete the proposal to 
abandon and remove the facilities serv¬ 
ing Atlas since, under authorization in 
Docket No. CP76-157, such facilities 
have been sold and transferred to Arkla. 
Further, by the instant amendment Ap¬ 
plicant deletes Exhibit Y from the sub¬ 
ject application relating to such facili¬ 
ties and amends the title of such appli¬ 
cation. Applicant states that its applica¬ 
tion in the instant docket for permission 
and approval to abandon service to 
Atlas, in all other respects, remains un¬ 
changed. 

Any person desiring to be heard or to 
make any protest with reference to said 
amendment should on or before Septem¬ 
ber 3, 1976, file with the Federal Power 
Commission, Washington, D.C. 20426, a 
Petition to intervene or a protest in ac¬ 
cordance with the requirements of the 
Commissio n’s R ules of Practice and Pro- 
cedure (18 CFR 1.8 or 1.10) and the Reg- 

Utions under the Natural Gas Act (18 


CFR 157.10). All protests filed with the 
Commission will be considered by it in 
determining the appropriate action to be 
taken but will not serve to make the Pro¬ 
testants patries to the proceeding. Any 
person wishing to become a party to a 
proceeding or to participate as a party 
in any hearing therein must file a peti¬ 
tion to intervene in accordance with the 
Commission’s Rules. Persons having filed 
before need not do so again. 

Kenneth F. Plumb, 
Secretary . 

[FR Doc.76-24429 Filed 8 18-76:8:45 am] 


[Docket No. RP76-109] 

UTAH GAS SERVICE CO. 

Filing of Settlement Agreement 

August 13, 1976. 

Take notice that on August 5, 1976, 
Utah Gas Service Company (Utah Gas) 
submitted Tor filing a proposed Stipula¬ 
tion and Agreement proposed as a settle¬ 
ment of all issues in the captioned pro¬ 
ceeding. On June 4, 1976 Utah Gas 
Service Company tendered for filing a 
Third Revised Sheet No. 18A superseding 
Second Revised Sheet No. 18A of Its 
FPC Gas Tariff, Original Volume No. 1, 
Rate Schedule X-l. The change provided 
for was an increase in a transportation 
charge component of the base rate for 
gas sold by Utah Gas to Northwest Pipe¬ 
line Corporation (Northwest). 

Any person desiring to be heard or to 
protest said settlement agreement should 
file comments with the Federal Power 
Commission, 825 North Capitol 6treet, 
N.E., Washington, D.C. 20426, on or be¬ 
fore August 26, 1976. Comments will be 
considered by the Commission in de¬ 
termining the appropriate action to be 
taken. Copies of this agreement are on 
file with the Commission and are avail¬ 
able for public inspection. 

Kenneth F. Plumb, 

Secretary . 

[FR Doc 76-24442 Filed 8-19-76;8:45 am] 


[Docket No. RM75-14] 

JURISDICTIONAL SALES OF NATURAL GAS 

Order Imposing Refund Obligation 
Pursuant to Order of the Court 

August 13, 1976. 

On July 27, 1976, the Commission is¬ 
sued its Opinion No. 770 and its order 
amending § 2.56a of the Statements of 
general policy and interpretations. Part 
2, Subchapter A of the Chapter I of Title 
18 of the Code of Federal Regulations. 
These provisions of the Regulations set 
forth a new national rate of $1.42 per 
Mcf, with a one cent per quarter esca¬ 
lator, for sales of natural gas from wells 
commenced on and after January 1,1975, 
and new dedications of natural gas to in¬ 
terstate commerce on and after January 
1 , 1975. These provisions also set forth a 
new national rate of $1.01 per Mcf for 
sales of natural gas from wells com¬ 
menced and new dedications of natural 


gas on or after January 1, 1973 and prior 
to January 1. 1975. 

On July 28, 1976, a motion was filed 
with the Commission by the American 
Public Gas Association in conjunction 
with several organizations 1 (Petitioners) 
requesting the Commission to stay Opin¬ 
ion No. 770. Petitioners argued that ir- 
inter alia, there was no assurance by the 
Commission that there would be refunds 
ordered of any amounts collected under 
Opinion No. 770 if the rates therein were 
found to be excessive. 

On August 2, 1976, the Commission is¬ 
sued an Order Denying Stay stating that 
no irreparable injury would occur since 
the power to order refunds exists 
whether or not it is expressly reserved in 
the Commission’s Opinion. In that order 
the Commission further stated: 

As long as the Commission has this power 
there can, by definition, be no Irreparable 
Injury. Cf. Atlanta Gas Light Co. v. 

476 F. 2d 142 (6th Clr. 1973). The Commis¬ 
sion has no policy denying refunds per se 
should such an issue arise here, the Commis¬ 
sion would treat It on the merits based upon 
the then existing circumstances. 

On July 28, 1976, Petitioners also filed 
with the United States Court of Appeals 
for the District of Columbia Circuit, a 
petition seeking an emergency stay of 
the effectiveness of Opinion No. 770, 
therein reciting the same arguments set 
forth in their Motion for Stay filed with 
the Commission. 

On August 9,1976, the Court issued an 
order in APGA, et al. v. F.P.C., (CADC 
No. 76-1694) 44 * • • in the absence of 
a provision in the (Commission) order 

for refund of rates • • •”, stating. 

that producers will be permitted to file 
tariffs reflecting applications of the new 
rates for natural gas. provided that their 
tariffs incorporate an undertaking to re¬ 
fund to their pipeline customers any 
portions of the new rates subsequently 
held to be unlawful. • • •” 

The Commission’s order of July 27, 
1976, is fully cost justified, and held sig¬ 
nificant promise of providing additional 
gas supplies to the interstate market for 
this winter’s heating season. 

The order also provides the best avail¬ 
able method to provide additional long¬ 
term gas supplies for the Nation. 

The Court's decision is erroneous, but 
more importantly, severely inhibits this 
initiative, both for the short and longer 
term. 

As the Commission noted in its order 
denying stay, the authority to order re- 


1 Consumer Federation of America, New 
Jersey Board of Public Utility Commission¬ 
ers, State of Minnesota. Minnesota Public 
Service Commission, United Steel Workers of 
America, United Automobile. Aerospace and 
Agricultural Implement Workers of America, 
International Association of Machinists & 
Aerospace Workers, National Rural Electric 
Cooperative Association, American Public 
Power Association, United States Conference 
of Mayors, National Farmers Union, Nation¬ 
al Farmers Organization, Energy Action Com¬ 
mittee, Toward Utility Rate Normalization, 
Industrial Union Department, and AFL-CIO. 
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funds always exists and the exercise of 
that authority is itself subject to judicial 
review. In these circumstances, no al¬ 
leged injury is irreparable. It follows that 
there was no basis for the Court’s exer¬ 
cise of its equity power to preempt the 
authority of the Commission initially to 
decide the issue of refunds. 

However, the Court’s order, by its own 
terms, applies only until the Commis¬ 
sion issues a final order on rehearing. 
The Commission has been advised by the 
Solicitor General that because of the 
brief period of operation of the Court’s 
order, and because the Supreme Court 
is not now in session, he would not rec¬ 
ommend seeking a vacation of the 
Court’s order. 

A speedy resolution of the uncertainty 
over the national rate for new gas is de¬ 
sirable, and the Commission will support 
all efforts toward achieving that cer¬ 
tainty. 

In Opinion No. 770, the Commission 
prescribed a comprehensive rate struc¬ 
ture designed to encourage the explora¬ 
tion and development of new natural gas 
supplies. Since w f e are confident that the 
Commission order will be upheld on any 
judicial review, the refund issue should 
be purely academic. We can fully under¬ 
stand, however, that a producer could 
be deterred from making new dedica¬ 
tions by the Court’s order; the choice it 
must make in exploring for or selling its 
gas now has quite different parameters. 
Instead of the assurance that the Com¬ 
mission w r ould consider all factors and 
all arguments before making any order, 
should any portion of Opinion No. 770 be 
held invalid, it now laces a blanket court 
order specincaily placing in jeopardy all 
monies collected from any gas sold dur¬ 
ing the period of operation of the Court's 
order. Thus, we do not now expect per¬ 
ceptible dedications of new gas while the 
Court’s order is in effect. 

Notwithstanding all of the above, the 
Commission is faced with the adminis¬ 
tration of Opinion No. 770, as well as the 
Natural Gas Act, pending final decision 
by the Commission on applications for 
rehearing. If each producer were to in¬ 
corporate a different refund undertaking 
in its tariff, an administrative morass 
could develop which would ultimately 
lead to unending litigation. 

Accordingly, no tariffs reflecting ap¬ 
plications of the new rates for natural 
gas will be accepted unless they contain 
the express refund undertaking set forth 
in Ordering Paragrah (A), hereof. 

In addition, the Court’s August 9. 1976 
order did not address the applicability of 
its refund requirements to small pro¬ 
ducers of natural gas, as defined in 
§ 157.40 of the Commission’s regulations. 
Those producers, holding s m a l l producer 
certificates under § 157.40(c), are not re¬ 
quired to file new tariffs to be authorized 
to collect 130 percent of the rates pre¬ 
scribed in §§ 2.56(a) (3) and (4) of the 
Commission’s regulations, as amended 
by Opinion No. 770. 

In order to meet the problems oc¬ 
casioned by the Court’s action, we have 
determined that a uniform refund struc¬ 
ture must be effected pending final de¬ 


cision by the Commission on any applica¬ 
tions for rehearing. 

To carry out the intention of the 
Court order during the Commission’s re¬ 
hearing procedure, all small producers 
will be subject to the same refund ob¬ 
ligations imposed upon large producers. 

The entry of this order in conformity 
to the Court’s order renders the present 
stay unnecessary. The General Counsel 
is therefore directed to file with the Court 
a copy of this order and to request that 
the Court vacate its stay of Opinion No. 
770 and act upon the Commission’s mo¬ 
tion to dismiss the petition for review 
in the above-entitled proceeding. 

The Commission finds; (1) The refund 
provision hereinafter set forth is neces¬ 
sary and apropriate for carrying out the 
provisions of the Court’s order of 
August 9.1976. 

(2) The existence of the Court’s order 
of August 9. 1978, constitutes good cause 
for the immediate publication of this 
rule. 

The Commission, acting pursuant to 
the provisions of the Natural Gas Act. 
as amended, particularly Sections 4. 5. 7. 
and 16 thereof, <52 Stat. 822, 823, 824, 
825 and 830; 56 Stat, 83 and 84; 61 Stat. 
459: 76 Stat. 72; 15 U.S.C. 717c, 717d, and 
7170) orders: 

(A) No tariffs reflecting application of 
the new rates for natural gas provided 
for in Section 2.5Ga<a) of the Commis¬ 
sion’s Regulations shall be accepted un¬ 
less they contain an express refund un¬ 
dertaking as follows: 

Any amounts charged or collected pursuant 
to the rates permitted under Section 2.56a(a), 
(b). (c), (d) and (e) during the period 
prior to final decision by the Commission on 
any applications lor rehearing under 16 U.S.C. 
i 717r(a) ahall be refunded with interest, 
pursuant to Commission Regulations, to the 
purchaser of the natural gas hereunder. In 
the event that, and to the extent that, such 
rates may be subsequently held to be 
unlawful 

(B) All small producers, as defined in 
§ 157.40 of the Commission’s regulations, 
will not be required to file the undertak¬ 
ing provided in Ordering Paragraph (A) 
but will be subject to the same refund 
condition imposed upon large producers, 
as set forth in Ordering Paragraph (A) 
above. 

<C) The rates and charges provided 
for in Opinion Nos. 770 and 742-B with 
the express refund undertaking provided 
for in Paragraphs (A) and (B), above, 
shall be made effective upon the dates 
provided for in Opinion Noe. 770 and 
742-B. 

(D) The Secretary' sliall cause prompt 
publication of this order in the Federal 
Register. 

By the Commission. Commissioner 
Smith concurs in the issuance of the 
order, believing it to be made necessary 
by the U.S. Court of Appeals for the Dis¬ 
trict of Columbia, but shares neither the 
confidence of the majority in Opinion No. 
770’s invulnerability, nor subscribes to 
its assertion that the refund issue is 
academic. 

Kenneth F. Plumb, 

Secretary. 

| PR Doc.76-54483 Piled 8-1D-76; 8:45 am 1 


I Docket No. E-9485] 

KANSAS GAS AND ELECTRIC CO. 
Filing of Rate Schedule 

August 13, 1976. 

Take notice that on August 2, 1976 
Kansas Gas and Electric Company 
(KG&E) tendered for filing amendments 
to the following rate schedules: 


FPC Rate 

Customer: Schedule No. 

Augusta, Kims- 134 

Burlington, Kana- 120 

Chanute, Kans- 128 

Coffeyvllle, Kans __ 129 

Fredonla, Kans_ 87 

Girard, Kans_ 113 

Iola, Kans_ B9 

Mulvane, Kans_ 132 

Neodesha, Kans_ 131 

Wellington. Kans_ 98 

Winfield, Kans_ 110 


KG&E states that the amendments are 
filed so as to comply with the Order Ap¬ 
proving Settlement Agreement issued on 
July 21,1976 in this docket and that the 
amendments reflect the settlement ap¬ 
proved in that order. 

KG&E also filed on August 2, 1976, 
appropriate fuel clause adjustment 
riders for each customer. The riders, ac¬ 
cording to KG&E, conform to the settle¬ 
ment agreement approved by the Com¬ 
mission in this docket. KG&E states that 
copies of the amendments and fuel clause 
riders will be furnished to the customers 
involved. 

Any person desiring to be heard or to 
protest said filing should file a petition 
to intervene or protest with the Federal 
Power Commission, 825 North Capitol 
Street, NE., Washington, D.C. 20426. in 
accordance with §§ 1.8 and 1.10 of zhe 
Commissio n’s ru les of practice and pro¬ 
cedure (18 CFR 1.8, 1.10). All such peti¬ 
tions or protests should be filed on or 
before August 25, 1976. Protests will be 
considered by the Commission in deter¬ 
mining the appropriate action to be 
taken, but will not serve to make Protes¬ 
tants parties to the proceeding. Any per¬ 
son wishing to become a party must file 
a petition to intervene. Copies of this 
filing are on file with the Commission and 
are available for public inspection. 

Kenneth F. Plumb, 

Secretary. 

|FR Doc.76-24489 Filed 8-19-78:8:45 ami 


I Docket No. RP75-104] 

LAWRENCEBURG GAS TRANSMISSION 
CORP. 

Compliance Filing 

August 11. 1976. 

Take notice that on July 22,1976, Low- 
renceburg Gas Transmission Corpoia- 
Uon tendered lor filing a revised gas 
tariff sheet to its FPC Gas Tariff. First 
Revised Volume No. 1. which Is dated as 
Issued on July 22.1976. to be effective on 
August 12,1976. 

Lawrenceburg states that the filing 
made In compliance with ordering para¬ 
graph (B) of the Commission’s order 
issued July 12, 1976 In the above- 
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captioned docket. Lawrenceburg further 
states that the revised tariff sheet incor¬ 
porates a base gas tariff rate set forth in 
its Stipulation and Agreement as ac¬ 
cepted by the Commission in the July 12, 
1976 order, and further adjusted to re¬ 
flect a change in pressure base of meas¬ 
urement from 15.025 Psia to 14.73 Psia 
as effective on April 1, 1976. 

Any person desiring to be heard or to 
protest said filing should file a petition to 
intervene or protest with the Federal 
Power Commission, 825 North Capitol 
Street, NE., Washington, D.C. 20426, in 
accordance with §§ 1.8 and 1.10 of the 
Commission's rules of practice and pro¬ 
cedure (18 CFR 1 . 8 , 1.10). All such peti¬ 
tions or protests should be filed on or 
before August 26, 1976. Protests will be 
considered by the Commission in deter¬ 
mining the appropriate action to be 
taken, but will not serve to make Protes¬ 
tants parties to the proceeding. Any per¬ 
son wishing to become a party must file 
a petition to intervene. Copies of this fil¬ 
ing are on file with the Commission and 
are available for public inspection. 

Kenneth F. Plumb, 

Secretary. 

[FR Doc.76 24488 FUed 8 19-76;8:45 ami 


[Docket No. RP76-31[ 

LOUISIANA-MEVADA TRANSIT CO. 
Extension of Procedural Dates 

August 16, 1976. 

On August 10, 1976, Staff Counsel filed 
a motion to extend the procedural dates 
fixed by Order issued November 28, 1975, 
as most recently modified by Order is¬ 
sued March 22, 1976. in the above-des¬ 
ignated proceeding. In the motion. Staff 
states that the parties have been notified 
and have no objection. 

Upon consideration, notice is hereby 
given that the procedural dates in the 
above-designated proceeding are modi¬ 
fied as follows: 

Service of Staff Top Sheets, July 28, 1976. 
Settlement Conference in Room 6200, Fed¬ 
eral Power Commission, 826 North Capitol 
Street, NE., Washington, D.C., to com¬ 
mence at 10 a.ra., September 22, 1976. 

Kenneth F. Plumb, 

Secretary. 

|FR Doc 76 24492 Filed 8-19-76; 8:45 a m.) 


[Docket No. RP74-96) 

natural gas PIPELINE CO. 

Order Accepting Rates for Filing Subject 
To Refund and Establishing Procedures 

August 13, 1976 

On July 14 , 1976 Natural Gas Pipeline 
Company (Natural) tendered for filing 
revised tariff sheets in the captioned 
aocket to reflect a $18 million rate reduc¬ 
tion in compliance with Opinion No. 762; 
tracking adjustments for advance pay¬ 
ments and Stingray Pipeline Company’s 
ansportation charges; and, revisions to 
tne purchased gas adjustment clause, 
rur the reasons hereinafter stated, the 


Commission shall accept the proposed 
advance payment increases subject to re¬ 
fund and set the matter for hearing and 
shall accept, as proposed, the remainder 
of the settlement rates. 

The Staff filed on August 10, 1976 a 
Protest to certain advance payments in¬ 
cluded in the proposed settlement rates. 
This Protest was made pursuant to Sec¬ 
tion 7 of Article IV of the Agreement 
which states: 

Staff or any customer of Natural may 
protest such rate Increase prior to the effec¬ 
tive date thereof. In the event of a timely 
protest, the Commission may make the rate 
increase subject to refund. 

Staff’s protest states that the advance 
payments made to Mesa Petroleum Co. 
and to Mobil Oil Co. “may not properly 
be includable in Natural’s rate base un¬ 
der the standards set forth in the Com¬ 
mission’s recent Opinion No. 769, Ten¬ 
nessee Gas Pipeline Co., Docket No. HP 
73-113, Issued July 9, 1976.” 

The Commission’s review of the pro¬ 
posed rates indicates that the new ad¬ 
vance payments, related to Mesa Petro¬ 
leum Company No. 2 dated December 
19, 1973, and to Mobil Oil Corporation 
No. 2 dated April 25, 1973, have not been 
shown to be just and reasonable and, 
therefore, may be unjust, unreasonable, 
unduly discriminatory or preferential, or 
otherwise unlawful. Accordingly, the 
proposed increases associated with these 
advance payments shall be accepted for 
filing on September 1,1975, and collected 
subject to refund pending the outcome of 
a hearing concerning their lawfulness, 
in accordance with terms of Section 7 of 
Article IV. 

The remaining adjustments proposed 
by Natural are in compliance with the 
provisions of Opinion No. 762 and should 
be approved. 

The Commission finds: (1) With the 
exception noted in ( 2 ) infra, the pro¬ 
posed rates tendered by Natural should 
be accepted for filing in accordance with 
the provisions of the Settlement Agree¬ 
ment approved by Opinion No. 762. 

(2) Certain proposed increases related 
to advance payments involving Mesa Pe¬ 
troleum Company and Mobil Oil Corpo¬ 
ration should be accepted for filing and 
rates collected subject to refund as of 
September 1, 1975. in accordance with 
the Settlement Agreement. 

The Commission orders: (A) With the 
exception noted in ordering paragraph 

(B), the proposed rates tendered by Nat¬ 
ural on July 14, 1976, are hereby ac¬ 
cepted for filing. 

(B) Certain proposed increases related 
to advance payments involving Mesa 
Petroleum Company and Mobile Oil Cor¬ 
poration are permitted to become effec¬ 
tive and to be collected subject to refund, 
as of September 1. 1975, in accordance 
with the terms of the Settlement Agree¬ 
ment. 

(C) A pre-hearing conference shall be 
held on September 1, 1976 in a public 
hearing room of the Federal Power Com¬ 
mission, Washington, D.C. 20426, in order 
to establish such further procedural 


dates as may be necessary to determine 
the lawfulness of the advance payment 
increases at issue. 

(D) The Secretary shall cause prompt 
publication of this order to be made in 
the Federal Register. 

By the Commission. 

Kenneth F. Plumb, 
Secretary. 

[FR Doc. 76-24490 Filed 8-19-76; 8:46 am) 


[Docket No. RP65-69| 

TEXAS EASTERN TRANSMISSION CORP. 
Tender of Statement for Escrow Agreement 
August 13, 1976. 

Take notice that on August 2, 1976, 
Texas Eastern Transmission Corporation 
(Texas Eastern) tendered for filing a 
copy of the statement for the Escrow 
Agreement dated January 25, 1967, be¬ 
tween Texas Eastern and Southern Na¬ 
tional Bank, according to Texas Eastern. 
Texas Eastern states that this statement 
indicates cash and/or U.S. Government 
obligations in the fund as of June 30, 
1976, and covers Texas Eastern’s period 
of holding the funds since March 3, 1967. 

Any person desiring to be heard or to 
protest said filing should file a petition 
to Intervene or protest with the Federal 
Power Commission, 825 North Capitol 
Street, NE., Washington, D.C. 20426, in 
accordance with g§ 1.8 and 1.10 of the 
Commission’s rules of practice and pro¬ 
cedure (18 CFR 1.8, 1.10). All such pe¬ 
titions or protests should be filed on or 
before August 31. 1976. Protests will be 
considered by the Commission in deter¬ 
mining the appropriate action to be 
taken, but will not serve to make Pro¬ 
testants parties to the proceeding. Any 
person wishing to become a party must 
file a petition to intervene. Copies of this 
filing are on file with the Commission 
and are available for public inspection. 

Kenneth F. Plumb, 

Secretary. 

[FR Doc.76-24491 Filed 8-19-76;8:46 am[ 

FEDERAL RESERVE SYSTEM 

BANK LAND CO. 

Acquisition of Bank 

Bank Land Company, Denver, Colo¬ 
rado, has applied for the Board’s ap¬ 
proval under section 3(a) (3) of the Bank 
Holding Company Act (“Act”) (12 UJS.C. 
1842(a)(3)) to acquire 16.9 per cent of 
the voting shares of Southwest State 
Bank, Denver, Colorado (“Bank”) and 
to retain 8 per cent of the voting shares 
of Bank previously acquired without the 
prior approval of the Board as required 
by $ 3 of the Act. The factors that are 
considered in acting on the application 
are set forth in section 3(c) of the Act 
(12 U.S.C. 1842(c)). 

The application may be inspected at 
the offices of the Board of Governors or 
at the Federal Reserve Bank of Kansas 
City. Any person wishing to comment on 
the application should submit views in 
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writing to the Secretary, Board of Gov¬ 
ernors of the Federal Reserve System, 
Washington. D.C. 20551, to be received 
not later than September 14,1976. 

Board of Governors of the Federal Re¬ 
serve System. August 13,1976. 

Griffith L. Garwood, 
Assistant Secretary of the Board. 

IFRDoc.76-24463 Filed 8-19-76:8:46 ami 


TEXARKANA NATIONAL BANCSHARES, 

. INC. 

Acquisition of Bank 

Texarkana National Bancshares, Inc., 
Texarkana, Texas, has applied for the 
Board’s approval under section 3(a)(3) 
of the Bank Holding Company Act (12 
U.S.C. 1842(a)(3)) to acquire 100 per 
cent (less directors’ qualifying shares) of 
the voting shares of Liberty Eylau State 
Bank, Texarkana, Texas, a newly char¬ 
tered State bank that has not yet opened 
for business. The factors that are con¬ 
sidered in acting on the application are 
set forth in section 3(c) of the Act (12 
U.S.C. 1842(c)). 

The application may be inspected at 
the offices of the Board of Governors or 
at the Federal Reserve Bank of Dallas. 
Any person wishing to comment on the 
application should submit views in writ¬ 
ing to the Secretary, Board of Governors 
of the Federal Reserve System. Wash¬ 
ington, D.C. 20551, to be received not 
later than September 14, 1976. 

The Board of Governors of the Federal 
Reserve System, August 13. 1976. 

Griffith L. Garwood, 
Assistant Secretary of the Board. 

JFR Doc.76-24464 Filed 8-19-76:8:45 amj 

GENERAL ACCOUNTING OFFICE 
REGULATORY REPORTS REVIEW 
Receipt of Report Proposal 

The following request for clearance of 
a report intended for use in collecting 
information from the public was received 
by the Regulatory Reports Review Staff, 
GAO, on August 13. 1976. See 44 U.S.C. 
3512(c) and (d). The purpose of pub¬ 
lishing this notice in the Federal Regis¬ 
ter is to inform the public of such re¬ 
ceipt. 

The notice includes the title of the re¬ 
quest received; the name of the agency 
sponsoring the proposed collection of in¬ 
formation; the agency form number, if 
applicable; and the frequency with 
which the information is proponed to be 
collected. 

Written comments on the proposed 
FCC report are invited from all inter¬ 
ested persons, organizations, public in¬ 
terest groups, and affected businesses. 
Because of the limited amount of time 
GAO has to review the proposed form, 
comments (in triplicate) must be re¬ 
ceived on or before August 27. 1976, and 
should be addressed to Mr. John M. 
Lovelady, Acting Assistant Director, 
Regulatory Reports Review, Room 5216, 


425 I Street, NW. f Washington, D.C. 
20548. 

The short time to submit comments is 
caused by FCCs need to collect data in 
time for a congressional hearing and the 
fact that all affected respondents already 
have on hand a copy of the request for 
information. FCC’s original request to 
file the information was deferred on Au¬ 
gust 13, 1976, to allow time for compli¬ 
ance with the Federal Reports Act, as 
amended. 

Further information may be obtained 
from David R. Fisher of the Regulatory 
Reports Review Staff, 202-376-5425. 

Federal Communications Commission 

FCC requests clearance of a new Quar¬ 
terly Report of Expenses Incurred in 
Connection with Consumer Communica¬ 
tions Reform Act. This report has been 
adopted by the Chief. Common Carrier 
Bureau, pursuant to § 0.291 of the Com¬ 
mission’s rules with respect to delega¬ 
tions of authority to the Chief, Common 
Carrier Bureau. Sections 4 (i) and 219 
of the Communications Act of 1934. as 
amended, authorize the Commission to 
require the filing of periodic and/or spe¬ 
cial reports. The purpose of the report 
is to give the Commission an up-to-date 
accounting of the costs incurred in con¬ 
nection with current efforts to secure 
passage of the telephone industry’s legis¬ 
lative proposals regarding competition in 
the terminal equipment and private line 
communications markets. This data will 
also be used to provide the Subcommittee 
on Oversight and Investigations and the 
Subcommittee on Communications infor¬ 
mation on expenditures by common car¬ 
riers for lobbying in connection with the 
Consumer Communications Reform Act. 
FCC estimates the burden to average 50 
hours for the initial response since it 
covers the year 1975 as well as the first 
quarter of 1976. All subsequent reports 
will be submitted quarterly and burden 
is estimated to average 10 hours per 
quarterly response. The FCC is collecting 
this report from 82 respondents. 

Norman F. Hetl, 
Regulatory Reports 

Review Officer. 

fFR Doc.76 24450 Filed 8-19-76:8:45 am] 

GENERAL SERVICES 
ADMINISTRATION 

JIntervention Notice No. 7) 

MARYLAND PUBLIC SERVICE COMMIS¬ 
SION, AND POTOMAC ELECTRIC POWER 

COMPANY 

Proposed Intervention in Electric Rate 
increase Proceeding 

The General Services Administration 
seeks to intervene in a proceeding before 
the Maryland Public Service Commis¬ 
sion concerning an application by the 
Potomac Electric Power Company for an 
increase in its tariffed rates for intra¬ 
state electric service. The GSA repre¬ 
sents the interests of the executive agen¬ 
cies of the United States Government, as 
users of utility services. 


Potomac Electric Power Company has 
proposed a rate increase designed to in¬ 
crease its intrastate revenues by approx¬ 
imately $36.3 million annually. The Com¬ 
pany states in its application that its 
proposed rates would result in an 11.8% 
increase in basic electric rates. 

Persons desiring to make inquiries con¬ 
cerning this case to GSA should submit 
them, in writing, to Mr. Spence W. Perry. 
Assistant General Counsel. Regulatory 
Law Division, General Services Admin¬ 
istration, 18th & F Streets. NW., Wash¬ 
ington, D.C. 20405, telephone (202) 566- 
0750. within thirty (30 days of the publi¬ 
cation of this notice in the Federal Reg¬ 
ister. and refer to this notice number. 

Persons making inquiries are put on 
notice that the making of an inquiry 
shall not serve to make any persons par¬ 
ties of record in the proceeding. 

(Section 201 (ft) (4), Federal Property and 
Administrative Services Act. 40 US.C. 481 
(a)(4).) 

Dated: August 13.1976 

Jack Eckeud, 

Administrator of General Services. 

|FR Doc.76-24404 Filed 8-19-76:8:45 amj 


Public Buildings Service 
PLACEMENT OF SCULPTURE IN EDWARD 
A. GARMATZ FEDERAL BUILDING 
Public Hearing 

Notice is hereby given that the Com¬ 
missioner of the Public Buildings Service, 
U.S. General Services Administration, 
will hold a public hearing on September 
8. 1976, in the Fallon Building, Room 
G-30, 31 Hopkins Plaza from 10 a.m. to 
12 noon, for the purpose of receiving 
views on the placement of a sculpture by 
George Sugarman in the plaza of the 
Edward A. Garmatz Federal Building and 
Courthouse in Baltimore, Md. 

The Commissioner is encouraging in¬ 
terested persons or organizations to make 
5-minute presentations or submit a writ¬ 
ten statement for consideration by the 
Commissioner at the hearing to ensure 
that various aspects of the subject are 
addressed and that representative view¬ 
points are heard. In view of the limited 
time, organizations wishing to express 
their views should appoint a single 
spokesperson to present their remarks. 
Written statements should b e ad dressed 
to: Commissioner. PBS, ATTN: Ms 
Marilyn Slepicka, General Services Ad¬ 
ministration, 18th and F Streets. NW.. 
Washington, D.C. 20405. The number oi 
oral presentations will depend upon th° 
number of requests received. Each person 
desiring to make an oral presentation 
must notify the Commissioner’s office by 
September 1, 1976, either in writing to 
the above address, or by telephone. (202 
566-0905. The number and order of pres¬ 
entations on the Agenda will be deter¬ 
mined by the order in which the requests 
are received. 

Written material will be accepted by 
the Commissioner at the time of the 
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meeting and for 3 days thereafter for 
Inclusion in the record. 

Dated: August 18,1976. 

Nicholas A. Panuzio, 
Commissioner, 
Public Buildings Service. 
(FR Doc.76-24493 Filed 8-10-76;8:45 ami 


NATIONAL ADVISORY COUNCIL ON 
ECONOMIC OPPORTUNITY 

PRELIMINARY REPORTS FROM COMMIT- 

TEE ON AGENCY OPERATIONS AND 

COMMITTEE ON LEGISLATION 

Proposed Meeting 

August 4.1976. 

The National Advisory Council on Eco¬ 
nomic Opportunity authorized by sec¬ 
tion 605 of the Community Services Act 
of 1974, will hold a one day (possibly 
two day) Council meeting at its offices 
at 1725 K Street. N.W. (Room 405). 
Washington, D.C. The meeting will begin 
at 9 a.m. on Friday, September 17, 1976 
(and possibly Saturday, September 18, 
1976). The meeting is open to the public. 

The purpose of the meeting will be to 
hear preliminary reports from the Com¬ 
mittee on Agency Operations and the 
Committee on Legislation and to project 
future committee activity. 

We are printing the above information 
in the Federal Register as required by 
section 9 of the Federal Advisory Com¬ 
mittee Act of 1972. 

Dr. Fernando Penabaz, 
Chairman. 

[FR Doc.76-24535 Filed 8-19-76:8:45 am] 


NATIONAL ADVISORY COUNCIL ON 
THE EDUCATION OF DISADVAN¬ 
TAGED CHILDREN 

MEETING 

Notice is hereby given, pursuant to P.L. 
92-463, that the next meeting of the 
National Advisory Council on the Edu¬ 
cation of Disadvantaged Children will be 
held on Friday, September 10 and on 
Saturday, September 11, 1976. The meet¬ 
ing will be held on September 10 from 
9:00 a.m.-9:00 p.m.; and, on Septem¬ 
ber 11, the meeting will start at 8:00 a.m. 
and end at 11:00 a.m. The two-day meet¬ 
ing will include site visits to Pierre, Rose¬ 
bud, Eagle Butte, and Fort Yates, South 
Dakota. The regular Council meeting 
will be held in Rapid City, South Dakota. 

The National Advisory Council on the 
Education of Disadvantaged Children is 
established under section 148 of the Ele¬ 
mentary and Secondary Act (20 U.S.C. 
2411) to advise the President and the 
Congress on the effectiveness of compen¬ 
satory education to improve the educa¬ 
tional attainment of disadvantaged chil¬ 
dren. 

The main purpose of the meeting is to 
observe Title I Indian Education Pro¬ 
grams and other Federally funded educa¬ 
tion programs and to meet with state 


and local school officials. A designated 
group of Council members will be con¬ 
ducting site visits to North and South 
Dakota on September 8 and 9th. These 
sites will be in Flandreau. Wahpeton. 
South Dakota and Devil’s Lake and Tur¬ 
tle Mountain, North Dakota. Reports on 
these sites will be presented to full Coun¬ 
cil on September 11, 1976. 

Because of limited space, all persons 
wishing to attend should call for reser¬ 
vations by September 1, 1976, area code 
202/382-6945. 

Records shall be kept of all Council 
proceedings and shall be available for 
public inspection at the Office of the Na¬ 
tional Advisory Council on the Educa¬ 
tion of Disadvantaged Children, located 
at 425 Thirteenth 8treet. N.W.. Suite 
1012, Washington, D.C. 20004. 

Signed at Washington, D.C. on Au¬ 
gust 16, 1976. 

Gloria B. Strickland, 
Acting Executive Director. 

IFR Doc.76-21361 Filed 8-19-76:8:45 am| 


NATIONAL CENTER FOR PRODUC¬ 
TIVITY AND QUALITY OF WORK¬ 
ING LIFE 

STUDY OF FEDERAL REGULATION OF 
STEEL INDUSTRY 

Meeting 

Cross Reference: For a document re¬ 
lating to the above-mentioned subject 
and issued jointly by the National Center 
for Productivity and Quality of Working 
Life and the Council of Wage and Price 
Stability, see FR Doc. 76-24462 appear¬ 
ing in the Notices Section of this issue. 


NATIONAL FOUNDATION ON THE 
ARTS AND HUMANITIES 
National Endowment for the Arts 

FISCAL YEAR 1977 FELLOWSHIPS FOR 
CREATIVE WRITERS FISCAL YEAR 1978 

Application Guidelines 

The following are guidelines for 
Fellowship Grants made under the Liter¬ 
ature Program of the National Endow¬ 
ment for the Arts, an independent agency 
of the Federal government which makes 
grants to organizations and individuals 
concerned with the arts throughout the 
United States. 

The Literature Program Application 
Deadlines and Grant Calendar is in¬ 
cluded. Interested persons should contact 
Leonard Randolph. Director, Literature 
Program. National Endowment for the 
Arts, Mail Stop 607, Washington, D.C. 
20506 (202) 634-6044, for further infor¬ 
mation and application forms. 

Signed at Washington. D.C. on 12 Au¬ 
gust 1976. 

Robert M. Sims, 
Administrative Officer , National 
Endowment for the Arts, Na¬ 
tional Foundation on the Arts 
and the Humanities. 
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Literature Program 


NOTICES 


Application Deadline and 
Grant Calendar 


Category 

Application 

Period 

Begins 

Application 

Dead¬ 

line 

Announcement 
of Rejection 
or Grant 

Project Not to 
Start Before 

Application 
Form Type 

Grant 

Amounts 

Assistance to Small 
Presses FY 77 

To encourage the publica¬ 
tion and distribution ot 
single volumes of fiction 
and poetry by individual 
writers. 

10/1/76 

3/1/77 

about 

6/1/77 

6/15/77 

Project Grant 
Application 
NEA-3 (Rev) 

5500 to 510,000 
Matching 

Readings A Residencies 
for Writers FY 77 

To aid projects presenting 
published creative writer* 
In public readings and 
residencies. 

Anytime 

None 

Approx. 6 
months after 
date of appli¬ 
cation 

€ months after 
date of applica¬ 
tion 

Project Grant 
Application 
NEA-3 (Rev.) 

up to 55.000 
Matching 

Fellowships lor Creative 9- T/7C 
Writers FY 78 

To cnablo published writers 
©f exceptional talent to set 
aside time ler writing. 

*»«pnrch' or travel, and 
generally to advance their 
career*. 

2/15/77 

November or 
December of 
1977 

1/15/78 

tndivtdur.1 Grant 
Application 
NEA-2 (Rov.) 

87.500 Non- 

Matching 

Individual 


Introduction 

The Endowment’s L'deralure Program 
provides assistance lo creative writers 
end encourages greater audiences tor 
their works. During the past several 
years, it has concentrated In these 
areas: 

• aid to writer* through Individual 
fellowships: assistance Indirectly 
through grants to the nation's small 
literary magazines and presses: and 
sponsors of reodings and residencies 
by writers; 

• aid to service organizations thst 
provide information end technical 
guidance lo writers: and 

• placement of professional writers In 
elementary and secondary school 
classrooms. 


The Literature Program will 
continue to explore the feasibility of 
pilot projects in translation and 
experimental media writing. No 
applications are being accepted. 
Programs will be announced well In 
advance of deadline*. If Inltioted. 

Inquiries should be directed to: 
literature Program (Mail Stop 607) 
National Endowment for the Arts 
Washington. D.C. 20506 
(202) 634-6044 


- The National Endowment lor the Arts 
is an independent agency of the 
Federal Government created in 1965 
to encourage and assist the nation’s 
cultural resources. The Endowment is 
advised by the 26 Presidentially- 
appointed members ol the National 
Council on the Arts. 

The Literature Program is one ot 
twelve major Program areas . 
Information about the Endowment and 
its other Program areas is contained 
in the Endowment's "Guide to 
Programs " which is available from the 
Program Information Office (Mail Slop 
550), National Endowment for the Arts, 
Washington , D.C. 20506. 


July 1976 
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Categories of Funding 


Assistance to Small Presses 


Readings and Residencies for Writer* 


The Uteraturo Program will receive 
applications for grants to aid projects 
supporting publication end distribution 
of volumes of fiction and poetry by 
•mall presses. Tho purpose of these 
grants is to: 

• produce a single volume or several 
volumes of fiction and poetry that 
otherwise would not be possible; 

• encourage the publication and 
distribution of single volumes of fiction 
and poetry by Individual writers; 

• assist in publishing writers wno have 
no selected works printed; and 

• encourage publication of experi¬ 
mental works by writers who already 
have established access to print. 

Eligibility 

Applications may be made by small 
nonprofit, tax-exempt presses with 
record of publishing volumes of fiction 
or poetry, either by Individual writers 
or in anthology form. 

Applications will also be accepted 
from official state arts aoencies on 
behalf of specific small presses In 
their slates. 

Matching fellowships will also bo 
mode to individual small press 
publishers with a record of publishing 
volumes of poetry or fiction. 

Requests from unlversdy and 
college presses will not be considered 
under this program. Protects in 
translation are now eligible tor support. 

Amounts Available 

Applications may be made for sums 
ranging from a minimum of $500 to a 
maximum of $10,000. 

Grants must be matched, at least 
doUar-for-doflar. by the small press or 
the Individual publisher. For the 
purposes of matching in kind contri¬ 
butions of press staff, outside editorial 
oss:stance, use of facilities and 
contributions of materials are allowable 
In addition to cash. State arts agencies 
may also provide non-federal funds for 
partial or full matching. 

Special Condition of the Grants 
It is a special condition of these grants 
that the author receive a minimum of 
10% of the edition as. at least, partial 
payment of royalties. 


Deadline 

Applications will be accepted 
beginning October 1, 1976 and must 
be postmarked no later than March 1, 
1977. Decisions on applications will be 
announced on or about June 1, 1977. 

Review Process 

Applications will be reviewed by the 
Literature Program stall and referred 
to the Literature Advisory Panel for 
recommendation to the National 
Council on the Arts and the Chairman. 

Because of fund limitation, priority 
will be given to meritorious applications 
from presses that have not received 
previous funding. 

Application Procedure 

Applicant should complete and return 
three copies of the Project Grant 
Application (NEA-3) on page IS. 

Please follow the instructions on 
pages 11-14. 

Federal funds may bo requested 

lmly iv»' uiioCi piCrwuCUwCi Cuitj 
as paper, suppues. printing, omoing. 
postage, distribution, etcetera. Federal 
funds may not be requested for 
administrative salaries, rent equip¬ 
ment. travel or indirect cost 3 {though 
these items may be used to match 
federal funds). 

As examples of past work, three 
copies of two previous publications 
must be submitted with each 
application. 

A description of the volume or 
volumes for which assistance is 
requested must bo g von on me 
application form.- 

Applications together with the 
examples of past work, should be 
mailed to: 

Grants Office (Mail Stop 500) 

National Endowment for the Arts 
Washington. D.C. 20506 


The Literature Program will receive 
applications for grants to aid projecti 
presenting published creative wr.ten 
in putyic readings and residencies. 
Since the funds for this pitot program 
are limited, an effort wifi be made to 
assist a wide range ol projects to 
enable the Literature Advisor/ Panel 
to assess the most effective models. 
The purpose ol these grants is to: 

• respond to an expressed need from 
the field lor programs which will 
provide new audiences I or con- 
temporary published creative writers; 

• assist writers, particularly tnose just 
achieving recognition. In establishing 
new sources of income: and 

• provide communities in many areas 
of the country with exposure to 
contemporary published creative 
writers. Preference will be given to 
areas outside ol large urban centors 
and to applicant organizations which 
are Initiating programs of readings and 

Eligibility 

Applications may be made by non¬ 
profit. tax-exempt organizations such 
as State arts agencies, colleges, 
universities, libraries, museums, art 
centers, other public institutions (such 
as prisons or hospitals), and pro¬ 
fessional organizations of writers or 
teachers. 

Amounts Available 

Application may be mado for sums up 
to $5,000. In most cases grants will be 
for less. Grants musi be matched, at 
least doltar-for-doitar, by the sponsor¬ 
ing organization Funds requested from 
the Arts Endowment must not exceed 
one-half ol the tee of the writer and 
one-halt of tho writer's travel and per 
diem expenses. Fees for writers may 
rot be less than $150. 

Organizations may apply for a 
series of readings and residencies by 
individual writers or for group readings. 

Deadlines and Scheduling 

Grants will bo made periodically 
throughout tho fiscal year. Projects 
should be scheduled to begin no 
sooner than six months alter the 
application is submitted. 
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Fellowships for Creative Writer! 


Application Procedure 

Applicant should complete end return 
throe copies of the Project Grant 
Application (NEA-3) on page 15. 
Please follow the instructions on 
pages 11-14. A list of writers from 
which those who will read are to be 
chosen must be Included In tho project 
description, together with the antici¬ 
pated locations of readings and 
potential local sponsors. A briel history 
of the sponsoring organization's 
past experience with scheduling and 
conducting readings and residencies 
by writers should also be included in 
the application. Lack ol experience 
witt not, by itsetf. exclude an 
organization from consideration. 

Applications with additional 
materials mentioned above should be 
mailed to: 

Grants Office (Wall Stop 500) 

National Endowment for the Arts 
Washington, D,C. 20506 


The National Endowment for the Arts 
program of fellowships lor published 
writers of exceptions! talent oilers 
assistance to writers to enable them 
to set aside time for writing, research, 
or travel, and generally to advance 
their careers. 

Eligibility 

You are eligible to apply W you have: 

• published two or more short stories 
In two or mora literary magazines, or 

• published a volume of short fiction, 
or 

• published a novel, or 

• published ten or more poems in two 
or more literary magazmos. or 

• published a volume of poetry, cr 

• published two or more essays or 
critical artie'es related to literature or 
writers in two or more literary 
magazines, or 

• published a volume of essays or 
criticism, or 

• had produced, in any form, a play 
*r gj»y length by ? 

company. or 

• published a p*ay ol any length in a 
literary magazine, theatrical 
publication or book form, or 

• a Idler of recommendation, in *re 
case of a playwright, from a 
professional theatre person 
.Grant Amount 

Fellowships are for $7,500. 

Deadline 

Applications will be accepted between 
August 1,1976 and February 15,1977. 
Applications and manuscripts must be 
postmarked no later than February 15, 
1977. Receipt of your application will 
b« acknowledged. Announcement ot 
acceptances and rejections will not be 
sent before November or December of 
1977. 

Application Procedure 

You should complete and return three 
copies of the Individual Grant 
Application NEA-2 (Rev.) on page 5. 
Please follow the instructions on pege 
4 carefully. 

Manuscript Material. In addition to 
completing three copies of tho 
application form, you should enclose 
live clearly reproduced copies of cne 


of the following manuscript samples: 
Poefry—15 pages In typescript. 

Fiction. Essays. Criticism or 
Biography —a minimum ol 30 pages to 
a maximum of 40 pages or a minimum 
of 7,500 to a maximum of 10.000 word! 
In typescript. 

PlaywriQhts —a play (on© act or 
longer). 

Please submit samples in one 
category. Sample copies cannot b« 
returned. 

Note to Applicants. The Literature 
Advisory Panel has asked that several 
things be brought to the attention ot 
applicants: Because ot tho largo 
number ol manuscripts that Panel 
members must read tn a limited 
amount ot time. It mould be most 
helpful II applicants mould be sure 
that materials submitted are legible 
end clearly reproduced. Genet ally, it 
is not helpful lo ‘‘cram” as much 
material as possible per manuscript 
page. Applicants using pan names 
mould list their lonal r*»<r »*• 

application. All transactions with the 
Endowment must be made in reference 
lo the legal name 

Applications together with manuscript 
material should be mailed to: 

Grants Office (Mail Stop 500) 

National Endowment for the Arts 
Washington. D C. 20506 

Important information 

Tho following is an attempt to answer 
the most commonly asked questions 
about Fellowships lor Creative 
Writers- 

1. You may only apply In one 
catogory. and submit one application. 
However, If you teceive a fellowship 
you arc not limited to the category of 
writing you submitted lor evaluation. 

2. Typescript does not necessarily 
hevo to be published malerral. It may 
be, for example, a work in progress. 
The manuscript should simply be what 
you feel is representative of your best 
work. 

3. Applicants will be evaluated up 
to the maximum number of manuscript 
pages allowable in each category. 
Please do nof send excessive manu¬ 
script, as it will be discarded. 
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Appendix 


Instructions for Completing 
Individual Grant Application Form 


4 Manuscripts, in addition to 
being legible and typewritten, must be 
collated. Photocopy and clear carbons 
are acceptable, but. please, no onion 

skin copies. 

5. No grammatical, syntactic, 
spelling or artistic changes or addi¬ 
tions will be accepted in the 
manuscript once it has been 

submitted, 

6 Ploase do not send us as part 
of the manuscript copy the original 
o f v.hat you have sent us. 

7. Wo strongly recommend that 
you send all of your enclosed materials 
under one cover by First Class Mail. 

We have found that Special Delivery 

or Special Handling takes longer for 
delivery. By completing the enclosed 
acknowledgement card, you will bo 
assured that your materials reached 
m You will hear from us in three 
weeks, usually less. 

8. We cannot accept collaborative 
works or joint applications. The 
Fellowships for Creative Writers are 

Individual nranlt 


Incoma Tax 

Fellowship grants generally have 
certain Federal Income tax advantages. 
Slates and Municipalities have their 
own policies on taxation. Specific 
questions should be directed to the 
Internal Revenue Sorvice and other 
appropriate officials. An important 
element in determining taxability is 
that a fellowship grant is regarded as 
an educational benefit, and does not 
require the performance of service for 
the Endowment. No deductions are 
made from this fellowship grant tor any 
purpose such as income tax. social 
security, etcetera. As a result. Internal 
Rovenue Service W-2 Forms are not 
sent to Fellows; each must maintain 
his own income records for tax 
purposes. You may find Publication 
520, “Tax Information for American 
Scholars in the U S. and Abroad,“ a 
helpful guideline. This publication is 
available at your local IRS office. 


Period of support requested is the 

span of time necessary to plan, 
execute and close out the proposed 
project. Generally the Endowment 
limits its financial participation in any 
project to a maximum ot 12 months. 

A fellowship should not begin before 
January 15.1978 and may generally 
not extend past January 15, 1979 

Description of proposed activity 
Is not necessary for the Creative 
Writing Fellowships. 

Basic Check List for Creative Writing 
Fellowships 

1. Have you enclosed 3 copies of 
the NEA-2 application form? 

2. Have you enclosed 5 uniform, 
legibly typo-written copies ot your 
manuscript? 

3. Have you signed and dated all 
3 copies of the NEA-2 application 
form 7 

4. Does your name appear on 
each of the 5 manuscripts? 

5. If you are a playwright and 
have not previously oublished or 
produced, tuwe 

of recommendation? 

6. Have you self-addressed the 
acknowledgement card and enclosed 
It with the above materials so that we 
may return It to you upon receipt? 

am] 


lPR Doc.76-24406 Filed 8-19-76; 8:45 


OFFICE OF MANAGEMENT AND 
BUDGET 

EXECUTIVE BRANCH POSITION Oh 
COMMISSION ON GOVERNMENT PRO 
CUREMENT 

Recommendations A-43, A-44, and A-45 
Socio-Economic Programs 

Notice is given that the executive 
branch has accepted Commission or 
Government Procurement Recommenda¬ 
tions A-43, A-44. and A-45. 

The Commission on Government Pro¬ 
curement (COGP) observed that the 
magnitude of Government outlays foi 
procurement and grants creates oppor¬ 
tunities for implementing selected na¬ 
tional policies. Federal Government ex¬ 
penditures on contracts of approxi¬ 
mately $66 billion in fiscal year 1975 
make the procurement process an attrac¬ 
tive, if not inevitable, vehicle for ad vane- 
and economic goals, 
fh f e noted, on the other hand, 

the procurement process to 
implement national goals makes pro- 
urement "more costly and time-con- 
tlie addi tion of each new 
fcociaj and economic program.” Further, 
emulative effect of programs al- 
n 11111)086(1 on the procurement 

tlm C ^ S 4 .^ nd the action of those con- 
I» C0UW overburden it to the 
Point ol threatening breakdown.” 

anH Ustil18 801116 thirty-nine social 

1 cCon omic programs imposed on the 
procurement process, the Commission 
a e three interrelated recommenda- 
i ?!**• (1) Establish a program for legls- 
ti ? ue aricl execu tive branch reexamina- 
i \ lo socla * a^d economic programs 
6) : (2) Raise to $10,000 the thresh¬ 


old at which the social and economic 
programs apply (A-44); and (3) Con¬ 
sider means of making more visible the 
costs to procurement of implementing 
the programs (A-45). Taken together, 
these recommendations urge a reexami¬ 
nation of the relationship between the 
social and economic programs and the 
procurement process and a reduction of 
the impact and burden of these programs 
where feasible. 

The Office of Federal Procurement 
Policy has examined all of the social and 
economic programs that are imple¬ 
mented, in one manner or another, 
through the Federal procurement proc¬ 
ess. Discussions have been held with de¬ 
partments and agencies of Government 
and with members of Congress and com¬ 
mittee staffs. Efforts have been made to 
find lvays to minimize the impact of 
these programs .while not detracting 
from the objectives that they were de¬ 
signed to fulfill. Some programs, we 
believe, should remain unchanged. The 
burdensome impact of others has been 
or can be changed by administrative or 
regulatory actions. Others should be 
eliminated or changed by legislative ac¬ 
tion. Efforts to achieve these changes 
are now in process. 

In summary, COGP recommendations 
A-43, A-44, and A-45 represent a rea¬ 
soned approach to the simplification of 
the procurement process. They are ac¬ 
cepted, and the Office of Federal Pro¬ 
curement Policy will attempt to fulfill 
the objective of these recommendations 
to the extent possible. 

Hugh E. Witt, 

Administrator. 

[FR Doc.76-24480 Filed 8-19-76:8:45 am] 


AUDIOVISUAL PRODUCTION SERVICES 
Proposed System for Procurement 

In furtherance of the responsibilities 
assigned to the Federal Audiovisual 
Committee, the Department of Defense 
(DOD) was requested, in December 1975, 
to lead an interagency effort to develop a 
uniform procurement system for all Fed¬ 
eral agencies to use in purchasing audio¬ 
visual productions from private commer¬ 
cial sources. The DOD’s Directorate for 
Audiovisual Activities (DAVA) was des¬ 
ignated to chair an interagency task 
group to carry out this assignment. That 
group has completed its task and has 
provided a description of the procure¬ 
ment system it has proposed. 

The Office of Federal Procurement 
Policy (OFPP) is committed to ensure 
that all interested parties in the private 
sector as well as Federal agencies have 
adequate opportunity to participate in 
the development of an audiovisual pio- 
duction procurement system. According¬ 
ly. the system proposed by the task 
group is described in the following at¬ 
tachment for the information of all in¬ 
terested parties. Comments regarding 
the proposed system or suggestions re¬ 
garding alternative approaches are here¬ 
by solicited. Comments and suggestions 
should be submitted to William McCloy. 
Chairman, OFPP Audiovisual Contract 
Group, Directorate for Audiovisual Ac¬ 
tivities, Room 601, 1117 North 19th 
Street, Arlington, Virginia 22209. 

Suggestions and comments submitted 
in response to this publication will be 
thoroughly considered by the task group 
and by the Federal Audiovisual Commit¬ 
tee in the final development of a pro¬ 
curement system to be recommended to 
the Office of Federal Procurement Pol¬ 
icy. 

Interested parties have until October 
25,1976. to submit comments. 

Dated: August 17, 1976. 

Hugh E. Witt, 

Administrator . 

Attachment l 

DESCRIPTION OF PROPOSED AUDIOVISUAL 
PROCUREMENT SYSTEM 

Background 

Past management studies Indicate wide¬ 
spread dissatisfaction with the Government^ 
current audiovisual production contracting 
program. Commercial producers as well as 
many Government users are critical of the 
present program which permits each agency 
to use its own forms, procedures and policies 
In contracting for productions. Common 
problems with the current system as noted 
in the various studies include: 

1. There Is a lack of adequate Information 
regarding bidding opportunities for audio¬ 
visual production work. There Is no central 
point where a prospective contractor can ob¬ 
tain Information on bidding opportunities 
and requirements. 

2. Agencies, and sometimes single facilities, 
maintain Independent bidders lists and solicit 
proposals only from firms listed on their In¬ 
dividual lists. While most agencies publish 
synopses of their requirements In the Com¬ 
merce Business Dally, many suppliers com¬ 
plain that by the time the notices are pub¬ 
lished there is not adequate time to submit 
proposals. 
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3. The procedures and criteria used by sep¬ 
arate agencies to evaluate proposals differ 
widely. The absence of suitable uniform eval¬ 
uation criteria frequently results in non- 
uniform treatment of the bidding community 

.ad unacceptably high administrative costs. 

4. Some agencies make unyielding inter¬ 
pretations of regulatory requirements for 
competition. One hundred (100) or more 
proposals have been received in response to 
a single solicitation. Suppliers not knowing 
that they are competing with 100 or more 
firms spend time, money and creativity in 
submitting proposals that they would not 
otherwise submit. Similarly, agencies must 
commit time and resources to evaluate un¬ 
duly large numbers of proposals. 

5. Many Government purchasing offices 
lack expertise in the audiovisual production 
field. Agency contracting personnel fre¬ 
quently have general procurement or supply 
backgrounds and are not familiar with the 
special considerations of audiovisual 
productions. Costly delays result and some 
final products are not suitable tor their 
intended use. 

6. Suppliers experience difficulty In estab¬ 
lishing credentials and qualifications with 
the different requirements of each agency. 
Problems are also encountered in maintain¬ 
ing awareness of policy and procedural 
changes within agencies and of changing 
working relationships. 

Definition 

Within the context of the proposed system, 
audiovisual productions Include contracts 
for motion picture, television and audio 
productions. A production, regardless of 
media involved Is defined as the arrange¬ 
ment of audio and/or visual elements into a 
unified presentation to communicate a mes¬ 
sage to an audience. 

Description oj System 

The proposed audiovisual procurement sys¬ 
tem envisions competitive negotiated pro¬ 
curements. using an ordering agreement to 
establish basic terms and conditions and a 
standard pricing form to be used by firms 
In responding to solicitations. A lead agency 
will be tasked with the responsibility of 
administering and maintaining the basic 
ordering agreements and will serve as a cen¬ 
tral source for information regarding the 
Government's audiovisual production con¬ 
tracting program. Agencies having require¬ 
ments for audiovisual productions will con¬ 
tract directly wit£ firms having basic order¬ 
ing agreements. 

Solicitations for basic ordering agreements 
will be offered to firms on the basis of un¬ 
limited competition for the areas of motion 
picture, television and audio productions. 
Present plans are to award 100 ordering 
agreements to firms submitting proposals In 
response to the first solicitation. Sixty (60) 
agreements are proposed in the motion pic¬ 
ture area and 20 each in the television and 
audio areas. Solicitations for additional 
agreements will be issued if determined nec¬ 
essary based on volume of work. 

The selection of firms to receive ordering 
agreements will be based on price, technical 
and management considerations. Analyses of 
competing firms* specimen productions, pro¬ 
duction records, and financial responsibility 
will be performed by a formal Interagency 
evaluation board. The firms selected will not 
be categorized other than by medium. i.e„ 
motion picture, television and audio. 

The agreements to be awarded to selected 
firms will contain the standard terms and 
conditions appropriate to the audiovisual 
field, and will also contain "not to exceed’* 
fixed prices for production line items. Theee 


line items will represent the majority of the 
individual services required to complete a 
production in the specific medium. In addi¬ 
tion, the agreements will allow for the con¬ 
tracting of certain "unpriced** items, l.e., 
items which cannot be priced until they are 
specifically Identified by the ordering agency. 

In using the standing agreements, agencies 
will not need to repeat .determinations of 
contractor competence or reissue standard 
contractual terms and conditions. Using 
agencies will solicit proposals for their spe¬ 
cific requirements using a condensed request 
for proposals from no less than three firms 
(unless a sole source acquisition is Justified) 
holding ordering agreements. These firms will 
respond to the request with a firm fixed price 
proposal supported by a cost breakdown based 
on their previously established "not to ex¬ 
ceed" line item prices. In submitting a pro¬ 
posal based on line item breakdown, the firm 
is identifying Its estimated level of effort for 
each phase of production. The line item 
breakdown enables the agency to evaluate 
the firm’s understanding of the production 
and the proposed production method. The 
line item breakdown also serves to provide 
the firm and ordering agency with a basis of 
negotiation should changes be required in 
the production after it has begun. 

Upon review of a firm’s proposal for a spe¬ 
cific production the ordering agency may 
elect to select the low offer or If the agency 
does not consider the low offer adequate, the 
agency may negotiate with all solicited of¬ 
ferors and select the best offer, price and 
other factors considered. Whether or not ne¬ 
gotiated. tho signed order will be for a firm 
fixed price. Payment to the contractor will 
be that price and will not be based upon 
effort actually expended for any individual 
line items. Progress payments may be made 
at the discretion of the ordering agency. 

If an agency desires to purchase services 
In lieu of a full production based on indi¬ 
vidual priced line items in the ordering 
agreements, an agency may place an order 
against the one agreement that offers the 
lowest price for that line item or the lowest 
aggregate price for all line items without 
soliciting proposals from holders of other 
agreements. If a requirement for individual 
services contains any “unpriced** items, it 
will be competitively solicited from no less 
than three of those firms holding ordering 
agreements. 

The holders of ordering agreements will 
not be permitted to exceed their quoted line 
item prices for the one year term of the ini¬ 
tial agreements. These prices may be nego¬ 
tiated downward, however, in the pricing of 
individual orders. Other significant features 
of the system are: 

Agencies will not be required to synopslze 
each request for proposals in the Commerce 
Business Dally. 

Firms will be considered on a nationwide 
basis without restriction to geographic areas 
or zones. Firms will decide for themselves how 
far they want to travel to make a production. 

Agencies will have flexibility in deciding 
whether to procure script and production as 
a single package or whether to separate script 
and production actions. Agencies will not, 
however, issue combined solicitations for cre¬ 
ative proposals, scripting and productions. 

Basic ordering agreements will remain in 
effect for one year, after which time the sys¬ 
tem will be evaluated and new solicitations 
issued as appropriate. 

Listings of the firms possessing ordering 
agreements will be distributed to all Govern¬ 
ment using agencies and to interested per¬ 
sons requesting copies. 

Agencies will be required to provide copies 
of their requests for proposals and copies of 
subsequent contracts to the lead agency. 


Procurements made pursuant to grants and 
to Section 8(a) of the Small Business Act will 
be handled in accordance with existing regu¬ 
lations and will not use the proposed system. 

Proposed Solicitation 

Copies of the solicitations proposed for 
use in obtaining proposals for the basic or¬ 
dering agreements may be obtained by con¬ 
tacting William McCloy, Chairman. OFPP 
Audiovisual Contract Group, Directorate for 
Audiovisual Activities, Room 601, 1117 

North 19th Street, Arlington, Virginia 22209. 
In contacting Mr. McCloy, please specify 
whether you want the solicitation for mo¬ 
tion picture, television or audio productions. 

Schedule 

Approximately 60 days are being permuted 
for the preparation and submission of com¬ 
ments on the proposed system. The evalua¬ 
tion, review and coordination of the com¬ 
ments received will require an additional 
60 days. The earliest the proposed solicita¬ 
tions for the ordering agreements will be is¬ 
sued is the end of the current calendar year. 
The first awards and implementation of the 
system are tentatively scheduled for the 
spring of 1977. 

|FR Doc.76-24481; Filed 8-19-76;8:45 am) 


RAILROAD RETIREMENT BOARD 


PRIVACY ACT OF 1974 

New and Revised Routine Uses to Systems 
of Records 


The U.S. Railroad Retirement Board 
hereby published a new routine use to be 
added to Record System 22, Railroad Re¬ 
tirement Survivor and Pensioner Benefit 
System (previously published for inspec¬ 
tion in the Federal Register on Au¬ 
gust 19. 1975 and March 22, 1976). No 
Report on New Systems need be submit¬ 
ted because this new routine use does not 
create a new purpose for this record sys¬ 
tem and it is compatible with the pur¬ 
poses for which Record System RRB 22 
is maintained. This new routine use for 
Record System RRB -22, Railroad Retire¬ 
ment Survivor and Pensioner Benefit 
System, will be designated as “bb” and 
will read as follows: 

bb: Beneficiary Identifying Information, 
including but not limited to name, address, 
social security account number, payroll num¬ 
ber and occupation, the fact of entitlement 
and benefit rate may be released to the Pen¬ 
sion Benefit Guaranty Corporation to enable 
that agency to determine and pay supple¬ 
mental pensions to qualified railroad 
retirees. 


The following routine uses in their re¬ 
spective systems of records are 
expanded to include information inad¬ 
vertently omitted when previously pu°* 
lished. No new routine uses are being 
established. All current additions are in¬ 
dicated by italics: 


RRB—19 Payroll Record System 
h. A copy of the employee's Form W-2. 
Vage and Tax Statement, or other sum- 
ar form containing the name, social 
ecurity number, taxable earnings ana 
mounts withheld, may be rcieos—.. 
he State, city or other local juristic 
ion which is authorized to tax the em 
Joyce's compensation in accordance nit 
i withholding agreement between * • 
State, city or other local jurisdiction 
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the Department of the Treasury, or in 
the absence thereof, in response to a 
written request from an appropriate 
official of the talcing jurisdiction to 
the Director of the Budget and Fiscal 
Operations, U.S. Railroad Retirement 
Board, 844 Rush Street, Chicago, Illinois 
60611. 

Kfill—22 Railroad Retiromrnl, Survivor 
and Pensioner Benefit System 

g. Beneficiary identifying information, 
entitlement data, benefit rate, medical 
evidence and related evaluatory data 
may be released to the Social Security 
Administration to correlate actions with 
the administration of Title II and Title 
XVIII of the Social Security Act. as 
amended. 

h. Beneficiary identifying informa¬ 
tion. including social security account 
number, and supplemental annuity 
amounts may be released to the Internal 
Revenue Service, State and local taxing 
authorities for tax purposes (Form G- 
1099, for those annuitants receiving 
supplemental annuities). 

i. Beneficiary identifying information, 
entitlement benefit rates, months paid, 
medical evidence and related evaluatory 
data may be released to the Veterans 
Administration to verify entitlement to 
benefits. 

Members of the public are invited to 
send their comments on these routine 
uses for systems of records to the Secre¬ 
tary of the Board, U.S. Railroad Retire¬ 
ment Board, 844 Rush Street, Chicago, 
Illinois 60611, on or before September 20. 
1976. 

Dated: August 6. 1976. 

By Authority of the Board. 

I seal 1 R. F. Butler, 

Secretary. 

| FR Doc.76-24398 Filed 8-19-76:8:45 am| 


SECURITIES AND EXCHANGE 
COMMISSION 

SEC REPORT COORDINATING GROUP 
(ADVISORY) 

Public Meeting 

Pursuant to Section 10(a)(2) of the 
Federal Advisory Committee Act, Public 
Law 92-463, 86 Stat. 770, the Securities 
and Exchange Commission announces a 
public committee meeting. 

The Commission's Report Coordinat¬ 
ing Group (Advisory) will hold a meeting 
on September 16, 1976 at 301 Pine Street. 
San Francisco, California. The meeting 
'vill commence at 10:00 a.m. local time 
and will be for the purpose of discussing 
the recently initiated FOCUS reporting 
system and recent developments in the 
areas of trading forms, assessment forms 
and registration forms. 

uil e Grou P’ s meetings are open to the 
I ubiic. Any interested person may attend 
^P pear before or file statements 
the advisory committee. Said state- 
nents. if in written form, may be filed 
oefore or after the meeting. Oral state¬ 
ments shall be made at the time and 
mann er permitted by the Report 
coordinating Group. 


The Report Coordinating Group was 
formed to assist the Commission in de¬ 
veloping a coherent, industry-wide co¬ 
ordinated reporting system. In carrying 
out this objective, the Report Coordinat¬ 
ing Group is to review all reports, forms 
and similar'materials required of brok¬ 
er-dealers by the Commission, the self- 
regulatory community and others. The 
Group is advising the Commission on 
such matters as eliminating unneces¬ 
sary duplication in reporting, reducing 
reporting requirements where feasible, 
and implementing the FOCUS Report 
of financial and operational information. 
(Securities Exchange Act Release No. 
10959; Securities Exchange Act Release 
No. 11140: Securities Exchange Act Re¬ 
lease No. 11149; Securities Exchange Act 
Release No. 11748: Securities Exchange 
Act Release No. 11935). 

Information concerning the meeting, 
including the procedures for submitting 
statements to the Group, may be ob¬ 
tained by contacting: Mr. Daniel J. 
Piliero II, Secretary, SEC Report Coor¬ 
dinating Group, Securities and Exchange 
Commission, Washington, D.C. 20549. 

George A. Fitzsimmons, 

Secretary. 

August 11. 1976. 

|FR Doc.76-24355 Filed 8-19-76:8:45 am] 


CHICAGO BOARD OPTIONS EXCHANGE, 
INC. 

Application for Unlisted Trading Privileges 
and of Opportunity for Hearing 

August 12. 1976. 

Tile Chicago Board Options Exchange, 
Inc. (“CBOE”) has filed an application 
with the Securities and Exchange Com¬ 
mission pursuant to Section 12(f) (1) (C) 
of the Securities Exchange Act of 1934 
(the “Act”) and Rule 12f-l thereunder, 
for unlisted trading privileges in the se¬ 
curities of the companies as set forth 
below, which securities are registered 
with the Commission pursuant to Sec¬ 
tion 12 or which would be required to be 
so registered except for the exemption 
from registration provided in subsection 
(g)(2)(B) or (g)(2)(G) of Section 12 
of the Act. 

American Express Co., Common stock. $.60 
par value. File No. 7-4848. 

Anheuser-Busch, Inc., Common stock, $1.00 
par value. File No. 7-4849. 

Combined Insurance Company of America. 
Common stock. $1.00 par value. File No. 
7-4850. 

Connecticut General Insurance Corp., Com¬ 
mon stock, $2.50 par value. File No. 7^*851. 
NCNB Corp.. Common stock, $2.50 par value. 
File No. 7-4852. 

Pennzoil Offshore Gas Operators. Inc., Class 
B Stock \ $1.00 par value, File No. 7-4853. 
Tampax Inc., Common Stock, $.25 par value. 
File No. 7-4864. 

In its application for unlisted trading 
privileges in the foregoing securities, the 
CBOE has stated that trading in these 


1 On November 1. 1976, the separate desig¬ 
nations of the Class A and Class B will ter¬ 
minate and all such shares will thereafter 
be designated as common. 


securities on the CBOE would be limited 
solely to transactions arising from the 
exercise of options contracts covering 
the securities. As such, the CBOE did 
not deem it necessary to submit infor¬ 
mation concerning public distribution 
and trading volume as required by Rule 
12f—1. 

Upon receipt of a request, on or be¬ 
fore September 10, 1976 from any inter¬ 
ested person, the Commission will deter¬ 
mine whether the application with re¬ 
spect to the company named shall be set 
down for hearing. Interested persons 
should state briefly the title of the secu¬ 
rity in which they are interested, the na¬ 
ture of their interest in making the re¬ 
quest, and the position they propose to 
take at the hearing, if ordered. In addi¬ 
tion. any interested person may submit 
his views or any additional facts bearing 
on any of the said applications by means 
of a letter addressed to the Secretary, 
Securities and Exchange Commission, 
Washington, D.C. 20549 not later than* 
the date specified. If no requests for a 
hearing with respect to the application 
are received, such application will be 
determined by order of the Commission 
on the basis of the facts stated therein 
and other information contained in the 
official files of the Commission pertain¬ 
ing thereto. 

For the Commission, by the Division 
of Market Regulation, pursuant to dele¬ 
gated authority. 

George A. Fitzsimmons, 
Secretary. 

[FR Doc.76-24376 Filed 8-19-76:8:45 am) 


| Release No. 19644 (70-5883)] 

CONSOLIDATED NATURAL GAS CO. 

Proposed Issuance and Sale of $75,000,- 

000 Principal Amount of Debentures at 

Competitive Bidding 

August 10, 1976. 

Notice is hereby given that Consoli¬ 
dated Natural Gas Company (“Consoli¬ 
dated”), 30 Rockefeller Plaza, New York. 
New York 10020. a registered holding 
company, has filed a declaration with 
this Commission pursuant to the Public 
Utility Holding Company Act of 1935 
(“Act”), designating Sections 6(a) and 
7 of the Act and Rule 50 promulgated 
thereunder as applicable to the follow¬ 
ing proposed transaction. All interested 
persons are referred to the declaration, 
which is summarized below, for a com¬ 
plete statement of the proposed trans¬ 
action. 

Consolidated proposes to issue and 
sell, subject to the competitive bidding 
requirements of Rule 50, $75,000,000 

principal amount of_% Debentures 

Due September 1, 1996. The Interest rate 
(which will be a multiple of Vs of 1%) 
and the price, exclusive of accrued in¬ 
terest, (which will not be less than 99% 
or more than 102% of the principal 
amount thereof) will be determined by 
competitive bidding. The debentures will 
be issued as a new series under a Sixth 
Supplemental Indenture, dated as of 
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September 1, 1976, to the Indenture be¬ 
tween Consolidated and Manufacturers 
Hanover Trust Company. New York, 
New York, as Trustee, dated as of May 1, 
1971. The Indenture includes a prohi¬ 
bition until September 1, 1981, against 
redeeming the issue with or in antici¬ 
pation of funds borrowed at a lower ef¬ 
fective interest cost. The debentures will 
be subject to an annual sinking fund of 
$4,700,000 commencing September 1, 
1981, which will leave $4,500,000 principal 
amount thereof to be redeemed at ma¬ 
turity. The proceeds of. the sale of the 
debentures will be used to finance, in 
part, the 1976 capital expenditures of 
Consolidated’s subsidiary companies, 
presently estimated at $191,700,000, of 
which about 80% will be applied to gas 
supply projects. 

It is stated that the fees and expenses 
to be incurred in connection with the 
proposed transaction are estimated at 
$149,000, including $25,000 service 
charges of the system service company 
at cost and accountants fees’ and ex¬ 
penses of $13,500. The fees and expenses 
of counsel for the underwriters are to 
be paid by the successful bidders, and 
the amount thereof will be supplied by 
amendment. 

It is further stated that no State com¬ 
mission and no Federal commission, 
other than this Commission, has Juris¬ 
diction over the proposed transaction. 

Notice is further given that any inter¬ 
ested person may. not later than Sep¬ 
tember 3, 1976, request in writing that a 
hearing be held on such matter, stating 
the nature of his interest, the reasons 
for such request, and the issues of fact 
or law raised b;' said declaration which 
he desires to controvert; or he may re¬ 
quest that he be notified if the Commis¬ 
sion should order a hearing thereon. Any 
such request should be addressed: Sec¬ 
retary, Securities and Exchange Com¬ 
mission, Washington, D.C, 20549. A copy 
of such request should be served per¬ 
sonally or by mail upon the declarant 
at the above-stated address, and proof 
of service (by affidavit or, in case of 
an attorney at law, by certificate) 
should be filed with the request. At any 
time after said date, the declaration, as 
filed or as it may be amended, may be 
permitted to become effective as pro¬ 
vided in Rule 23 of the General Rules 
and Regulations promulgated under the 
Act, or the Commission may grant ex¬ 
emption from such rules as provided 
in Rules 20(a) and 100 thereof or take 
6 uch other action as it may deem ap¬ 
propriate. Persons who request a hear¬ 
ing or advice as to whether a hearing is 
ordered will receive any notices and or¬ 
ders issued in this matter, including the 
date of the hearing (if ordered) and any 
postponements thereof. 

For the Commission, by the Division 
of Corporate Regulation, pursuant to 
delegated authority. 

George A. Fitzsimmons, 

- Secretary . 

[FR Doc.76-24384 Filed 8-19-70;8:45 am] 


(Rel. No. 9396 (812-3994) 1 

EQUITABLE VARIABLE LIFE INSURANCE 
CO., ET AL. 

Notice of Application Pursuant to Section 

6(c) of the Act for Exemption From Sec¬ 
tion 27(h)(3) of the Act 

August 12, 1976. 

Notice is hereby given that Equitable 
Variable Life Insurance Company 
(“EVLICO”), a stock life insurance com¬ 
pany organized under the laws of the 
State of New York, Separate Account I of 
EVLICO (the “Account”), an open-end 
diversified investment company regis¬ 
tered under the Investment Company 
Act of 1940 (the “Act”), and The Equi¬ 
table Life Assurance Society of the 
United States (“Equitable”) 1285 Avenue 
of the Americas, New York, New York 
10019, a mutual life insurance company 
organized under the laws of the State of 
New York and the parent of EVLICO, 
(collectively referred to as “Applicants”) 
filed an application on July 21. 1976 pur¬ 
suant to Section 6(c) of the Act for an 
order of exemption from Section 27(h) 
(3) in connection with the sale of vari¬ 
able life insurance contracts covering in¬ 
sureds less than three years of age. All 
interested persons are referred to the ap¬ 
plication on file with the Commission 
for a statement of the representations 
contained therein which are summarized 
below. 

The Account is a separate investment 
account to which assets are allocated 
from time to time to support benefits 
payable under EVLICO’s variable life in¬ 
surance contracts. For purposes of the 
Act, the Account is an issuer of variable 
life insurance contracts which are pe¬ 
riodic payment plan certificates under 
the Act. Equitable and EVLICO are the 
investment advisers and principal under¬ 
writers of the Account. 

The Commission has granted to Ap¬ 
plicants an exemption from Section 27 
(h)(1) so that, for the purposes of com¬ 
plying with Section 27, “sales load” may 
be calculated as the excess of the gross 
annual premium (exclusive of the $25 
administrative contract fee) over the 
sum of (1) the amount of the cash value 
for the first year, and the amount of the 
increase in the cash value for each sub¬ 
sequent year, that is not attributable to 
investment earnings; (2) the cost of in¬ 
surance based on the Commissioners 1958 
Standard Ordinary Mortality Table; (3) 
an insurance risk charge of .4% of the 
premium to cover any insufficiency in 
the Account to provide for the guaran¬ 
teed minimum death benefit; (4) 2% of 
the premium for state premium taxes; 
(5) any additional premium charged if 
the insured does not meet standard un¬ 
derwriting requirements; (6) any addi¬ 
tional premium charged for any inciden¬ 
tal benefits; and (7) deduction for first 
year administrative expenses of $4 per 
$1,000 of face amount for the Variable 
Whole Life Insurance contract and $5 
per $1,000 of initial face amount for the 
Variable Increasing Protection Life In¬ 
surance contract. The exemption also 


permitted EVLICO to compute the sales 
load, for purposes of Section 27(h)(1), 
over a period of no longer than 20 years. 
Using this concept, the sales load with 
respect to each contract will not exceed 
(1) 20% of the premiums payable in the 
first year, (2) 16% of the total premiums 
payable in the first four years, and (3> 
9% of the total premiums payable in the 
first 20 years and, consequently, will not 
exceed the maximum limits provided in 
Sections 27(h)(1) and (2). 

EVLICO does not presently offer VLi 
contracts for issue ages less than 3, be¬ 
cause of what Applicants state to be a 
peculiarity which arises when the fore¬ 
going sales lfiad formula is applied to 
infant ages. The peculiarity arises from 
the fact that, although mortality rates 
generally increase with advancing age, 
such rates may decrease during the fln>t 
three years of life because of a relatively 
high likelihood of death immediately 
following birth. As a result, the cost of 
insurance in the first year of a contract 
issued at age 0,1 or 2, based on the Com¬ 
missioners 1958 Standard Ordinary Mor¬ 
tality Table, may be higher in relation 
to the gross annual premium being 
charged than it is in the following con¬ 
tract year. When this high cost of insur¬ 
ance is deducted from the gross annual 
premium to derive the sales load under 
the formula described above, the formula 
may yield a sales load rate for the second 
through fourth contract years which ex¬ 
ceeds that for the first contract year. 

Section 27(h) (3) of the Act, in per¬ 
tinent part, prohibits an issuer of periodic 
payment plan certificates, or any under¬ 
writer of such issuer, from selling any 
such certificate if the amount of sales 
load deducted from any one of the first 
twelve monthly payments, the thirteenth 
through twenty-fourth monthly pay¬ 
ments, the twenty-fifth through thirty- 
sixth monthly payments, or the thirty- 
seventh through forth-eight monthly 
payments, or their equivalents, respec¬ 
tively. exceeds proportionately the 
amount deducted from any other such 
payment. Applicants state that the Com¬ 
mission has administered Section 27(h) 
(3) so as to prohibit increasing rates of 
sales load on the grounds that the Sec¬ 
tion was designed to discourage unduly 
complicated sales load schedules which 
purchasers might have difficulty mider- 
standing and that schedules involving in¬ 
creasing sales load rates between pay¬ 
ment periods might confuse purchasers. 
In addition, the Section protects pur¬ 
chasers against selling practices which 
might attract purchases into plans with a 
low initial sales load only to have a higher 
sales load assessed aiainst subsequent 
payments. Accordingly, Applicants re¬ 
quest an exemption in order to eliminate 
any question as to whether Section 27(11’ 
(3) would prohibit the sales load struc¬ 
ture described above which would occur 
when variable life insurance contract 
are sold to infants . 

Section 6(c) of the Act, in pertinent 
part, provides that the Commission, p. 
order upon application, may conditio - 
ally or unconditionally exempt any P c * * 
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son, security or transaction, or any class 
or classes of persons, securities or trans¬ 
actions, from any provision of the Act, 
if and to the extent that such exemp¬ 
tion is necessary or appropriate in the 
public interest and consistent with the 
protection of investors and the purposes 
fairly intended by the policy and pro¬ 
visions of the Act. 

Applicants submit that the increase in 
sales load rates between contract ye:rs 
will not result in a sales load schedule 
which purchasers might have difficulty 
understanding. Applicants further point 
out that there would be no adverse effect 
on the amoupt annually allocated to the 
Account to support the contract reserves 
(“net annual premium”). The increase in 
sales load rates between contract years 
will be a function of the application of 
the formula described above and be¬ 
cause the sales load is merely a balancing 
factor in that formula, will not result in 
a net annual premium for the current 
contract year which is less than the net 
annual premium for the prior contract 
year. EVLICO, just as it does with respect 
to any VLI contract, will draw upon its 
surplus to pay initial sales costs to the 
extent that premiums are insufficient. 
Accordingly, Applicants believe that the 
requested exemption will be consistent 
with the protection of purchasers and the 
purposes intended by the policy and pro¬ 
visions of the Act. 

Applicants state that they will comply 
with any exemptive rule adopted by the 
Commission which affords broader, or 
more narrow, exemptions than contem¬ 
plated in any Commission order issued 
in response to their application, or, in the 
case of more narrow exemptions, to ter¬ 
minate the offer and sale of variable life 
insurance contracts under the circum¬ 
stances which give rise to the need for 
exemption. 


Notice is further given, that any inter¬ 
ested person may not later than Septem¬ 
ber 6, 1976 at 5:30 p.m., submit to the 
Commission in writing a request for hear¬ 
ing on the matter accompanied by a 
statement as to the nature of his inter¬ 
est, the reason for such request, and the 
issues, if any, of fact or law proposed to 
be controverted, or he may request that 
he be notified if the Commission shall 
order a hearing thereon. Any such com¬ 
munication should be addressed: Secre¬ 
tary, Securities and Exchange Commis¬ 
sion, Washington. D.C. 20549. A copy of 
such request shall be served personally 
or by mail upon Applicants at the address 
stated above. Proof of such service (by 
amdavit, or in the case of an attorney at 
jaw, by certificate) shall be filed con- 
;V} 1 P°J* aneous ly with the request. As pro- 
ded by Rule 0-5 0 f the Rules and Reg- 
^fons Promulgated by the Act. an 
order deposing of the application will be 
, course following Septem- 
19 I 6 unless the Commission there- 
UDon a hearin & upon request or 

Commiss ion’s own motion. Per- 
to willS? reqi }est a hearing, or advice as 
to whether a hearing is ordered, will re- 

eive any notices and orders issued in this 
ia or, including the date of the hearing 


(if ordered) and any postponements 
thereof. 

By the Commission. 

George A. Fitzsimmons, 
Secretary. 

I PR Doc.76-24377 Filed 8-19-76;8:45 am] 


[Release No. 19646 ( 70-5888) I 

MIDDLE SOUTH UTILITIES, INC. AND 
ARKANSAS POWER AND LIGHT CO. 

Notice of Proposed Issuance and Sale of 

Common Stock by Subsidiary Company 

to Holding Company 

August 11, 1976. 

Notice is hereby given that Middle 
South Utilities, Inc. (“Middle South”) 
225 Baronne Street. New Orleans, Louisi¬ 
ana 70112, a registered holding company, 
and Arkansas Power & Light Company 
(“Arkansas”) First National Building. 
Little Rock, Arkansas 72203, a public- 
utility subsidiary company of Middle 
South, have filed an application with 
this Commission pursuant to the Public 
Utility Holding Company Act of 1935 
(“Act”), designating Sections 6(b), 9(a). 
10, and 12(f) of the Act and Rule 43 
promulgated thereunder as applicable to 
the proposed transaction. All interested 
persons are referred to the application, 
which is summarized below, for a com¬ 
plete statement of the proposed trans¬ 
action. 

Arkansas proposes to issue and sell to 
Middle South (the holder of all of the 
issued and outstanding shares of Arkan¬ 
sas’ common stock. $12.50 par value per 
share), and Middle South proposes to 
acquire, 1,200.000 additional shares of 
Arkansas' common stock for an aggregate 
purchase price of $15,000,000 in cash. 
Upon completion of the foregoing trans¬ 
action, Arkansas will have issued and 
outstanding 28,236,773 shares of com¬ 
mon stock, which will be stated in its 
capital common stock account at an ag¬ 
gregate of $352,960,000. Arkansas pro¬ 
poses to use the net proceeds from the 
sale of the additional common stock to 
reduce its short-term indebtedness which 
will have been incurred to finance its 
construction program. Arkansas’ con¬ 
struction program is estimated at $195,- 
700.000 for 1976. 

It is stated that the Arkansas Public 
Service Commission and the Tennessee 
Public Service Commission have jurisdic¬ 
tion over the issuance and sale of the 
common stock by Arkansas and that no 
other State commission and no Federal 
commission, other than this Commission, 
has jurisdiction over the proposed trans¬ 
action. It is further stated that expenses 
anticipated in connection with the pro¬ 
posed transaction are estimated at $4,000. 
including legal fees of $2,000. 

Notice is further given that any inter¬ 
ested person may, not later than Septem¬ 
ber 10, 1976, request in wilting that a 
hearing be held on such matter, stating 
the nature of his interest, the reasons for 
such request, and the Issues of fact or 
law raised by said application which he 
desires to controvert; or he may request 


that he be notified if the Commission 
should order a hearing thereon. Any such 
request should be addressed: Secretary, 
Securities and Exchange Commission, 
Washington. D.C. 20549. A copy of such 
request should be served personally or by 
mail upon the applicants at the above- 
stated addresses, and proof of service (by 
affidavit or. in case of an attorney at 
law, by certificate) should be filed with 
the request. At any time after said date, 
the application as filed or as it may be 
amended, may be granted as provided in 
Rule 23 of the General Rules and Regu¬ 
lations promulgated under the Act, or the 
Commission may grant exemption from 
such rules as provided in Rules 20(a) and 
100 thereof or take such other action as 
it may deem appropriate. Persons' who 
request a hearing or advice as to whether 
a hearing is order will receive any notices 
and orders issued in this matter, includ¬ 
ing the date of the hearing (if ordered) 
and any postponements thereof. 

For the Commission, by the Division 
of Corporate Regulation, pursuant to 
delegated authority. 

George A. Fitzsimmons, 
Secretary. 

IFR Doc.76-24378 Filed 8-19-76,8:45 amj 


MIDWEST STOCK EXCHANGE INC. 

Applications for Unlisted Trading Privileges 
and of Opportunity for Hearing 

August 12,1976. 

The above named national securities 
exchange has filed an application with 
tlie Securities and Exchange Commission 
pursuant to Section 12(f)(1)(B) of the 
Securities Exchange Act of 1934 and Rule 
12f—1 thereunder, for unlisted trading 
privileges in the security of the company 
as set forth below, which security is listed 
and registered on one or more other na¬ 
tional securities exchanges: 

Archer-Daniels-Mldland Co., Common Stock, 

no par value. File No. 7-4855. 

Upon receipt of a request, on or before 
August 28. 1976, from any interested 
person, the Commission will determine 
whether the application with respect to 
the company named shall be set down for 
hearing. Any such request should state 
briefly the title of the security in which 
he is interested, the nature of the interest 
of the person making the request, and 
the position he proposes to take at the 
hearing, if ordered. In addition, any in¬ 
terested person may submit his views or 
any additional facts bearing on any of 
the said applications by means of a letter 
addressed to the Secretary, Securities 
and Exchange Commission, Washington. 
D.C. 20549 not later than the date spe¬ 
cified. If no one requests a hearing with 
respect to the application, such applica¬ 
tion will be determined by order of the 
Commission on the basis of the facts 
stated therein and other information 
contained in the official files of the Com¬ 
mission pertaining thereto. 
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For the Commission, by the Division 
of Market Regulation, pursuant to dele¬ 
gated authority. 

George A. Fitzsimmons, 

Secretary . 

|FR Doc.76-24379 Filed 8-19-76;8:45 am] 


MIDWEST STOCK EXCHANGE INC. 

Application for Unlisted Trading Privileges 
and of Opportunity for Hearing 

August 12, 1976. 

The above named national securities 
exchange has filed an application with 
the Securities and Exchange Commis¬ 
sion pursuant to Section 12(f) (1) (B) of 
the Securities Exchange Act of 1934 and 
Rule 12f-l thereunder, for unlisted trad¬ 
ing privileges in the security of the com¬ 
pany as set forth below, which security 
is listed and registered on one or more 
other national securities exchanges: 

Tuscon Gas & Electric Company, Common 

Stock, $2.50 par value, FUe No. 7-4856. 

Upon receipt of a request, on or before 
August 28, 1976, from any interested 
person, the Commission will determine 
whether the application with respect to 
the company named shall be set down 
for hearing. Any such request should 
state briefly the title of the security in 
which he is interested, the nature of the 
interest of the person making the re¬ 
quest, and the position he proposes to 
take at the hearing, if ordered. In addi¬ 
tion, any interested person may submit 
his views or any additional facts bearing 
on any of the said applications by means 
of a letter addressed to the Secretary, 
Securities and Exchange Commission, 
Washington, D.C. 20549 not later than 
the date specified. If no one requests a 
hearing with respect to the application, 
such application will be determined by 
order of the Commission on the basis of 
the facts stated therein and other in¬ 
formation contained in the official flies 
of the Commission pertaining thereto. 

For the Commission, by the Division of 
Market Regulation, pursuant to dele¬ 
gated authority. 

George A. Fitzsimmons, 

Secretary . 

|FR Doc.76-24380 Filed 8-19-76;8:45 am] 


MIDWEST STOCK EXCHANGE, INC. 

Applications for Unlisted Trading Privileges 
and of Opportunity for Hearing 

August 12, 1976. 

The above named national securities 
exchange has filed an application with 
the Securities and Exchange Commission 
pursuant to Section 12(f)(1)(B) of the 
Securities Exchange Act of 1934 and Rule 
12f-l thereunder, for unlisted trading 
privileges in the security of the company 
as set forth below, which security is listed 
and registered on one or more other na¬ 
tional securities exchanges: 


MGIC Investment Corporation (Wisconsin), 

Common Stock, $1.00 par value, File No. 

7-4859. 

Upon receipt of a request, on or before 
August 28, 1976, from any interested 
person, the Commission will determine 
whether the application with respect to 
the company named shall be set down 
for hearing. Any such request should 
state briefly the title of the security in 
which he is interested, the nature of the 
interest of the person making the re¬ 
quest, and tlie position he proposes to 
take at the hearing, if ordered. In addi¬ 
tion, any interested person may submit 
his views or any additional facts bearing 
on any of the said applications by means 
of a letter addressed to the Secretary, 
Securities and Exchange Commission, 
Washington, D.C. 20549 not later than 
the date specified. If no one requests a 
hearing with respect to the application, 
such application will be determined by 
order of the Commission on the basis of 
the facts stated therein and other in¬ 
formation contained in the official files 
of the Commission pertaining thereto. 

For the Commission, by the Division of 
Market Regulation, pursuant to dele¬ 
gated authority. 

George A. Fitzsimmons, 

Secretary. 

fFR Doc.76-24381 Filed 8-19-76:8:45 am] 


PHILADELPHIA STOCK EXCHANGE 
INC. 

Applications for Unlisted Trading Privileges 
and of Opportunity for Hearing 

August 12, 1976. 

The above named national securities 
exchange has filed applications with the 
Securities and Exchange Commission 
pursuant to Section 12(f) (1) (B) of the 
Securities Exchange Act of 1934 and 
Rule I2f—1 thereunder, for unlisted trad¬ 
ing privileges in the securities of the 
companies as set forth below, which secu¬ 
rities are listed and registered on one 
or more other national securities ex¬ 
changes: 

Cerro-Marmon Corporation, $2.25 Series A 

Preferred Stock, $1 Par Value, File No. 

7-4857. 

Interco Inc., Common. Stock, No Par Value. 

File No. 7-4858. 

Upon receipt of a request, on or before 
August 28. 1976, from any interested 
person, the Commission will determine 
whether the application with respect to 
any of the companies named shall be 
set down for hearing. Any such request 
should state briefly the title of the secu¬ 
rity in which he is interested, the nature 
of the interest of the person making the 
request, and the position he proposes to 
take at the hearing, if ordered. In addi¬ 
tion. any interested person may submit 
his views or any additional facts bearing 
on any of the said applications by means 
of a letter addressed to the Secretary, 
Securities and Exchange Commission, 


Washington, D.C. 20549 not later than 
the date specified. If no one requests 
a hearing with respect to any particular 
application, such application will be de¬ 
termined by order of the Commission 
on the basis of the facts stated therein 
and other information contained in the 
official files of the Commission pertaining 
thereto. 

For the Commission, by the Division 
of Market Regulation, pursuant to dele¬ 
gated authority. 

George A. Fitzsimmons, 
Secretary. 

]FR Doc.76-24382 Filed 8-19-76:8:45 amj 


|Rel. No. 9393 (812-3968) ] 

TRINWALL CASH RESERVE, INC. 

Filing of Application Pursuant to Section 

6(c) of the Act for Exemption from Sec¬ 
tion 2(a)(19) of the Act 

August 11, 1976. 

Notice is hereby given that Trinwall 
Cash Reserve, Inc. (‘‘Applicant"). 61 
Broadway, New York, New York 10006, 
a diversified, open-end management 
Investment company registered under 
the Investment Company Act of 1940 
("Act"), filed an application on June 1 
1976, for an order of the Commission 
pursuant to Section 6(c) of the Act 
declaring that John K. Lundberg 
(“Lundberg") shall not be deemed an 
"interested person" of Applicant within 
the meaning of Section 2(a) (19) of the 
Act by reason of being a director of a 
company which, through a wholly -owned 
subsidiary, has a wholly-owned broker- 
dealer subsidiary. All interested persons 
are referred to the application on file 
with the Commission for a statement of 
the representations made therein, 
which are summarized below. 

Applicant states that Lundberg, a 
member of the Board of Directors oi 
the Applicant, is also a director of Crum 
& Foster (“C&F"), an insurance holding 
company. C&F wholly owns a numerous 
subsidiaries including the Seucrauce 
Corporation, Inc. ("Securance") which 
in turn has a wholly-owned subsidiary. 
Continental Estate Planning Associates. 
Inc. ("Continental"), a registered 
broker-dealer under the Securities Ex¬ 
change Act of 1934 ("Exchange Act"). 
Applicant further states that Continen¬ 
tal. pursuant to dealer contracts, offers 
for sale to the public shares of open-end 
investment companies of which none are 
affiliated with Applicant or its manager 
and distributor. F. Eberstadt & Co. 
("Manager"). It states that Continental 
does not otherwise, directly or indirectly, 
act as a broker or dealer; but that soiei) 
because it sells 6hares of investment 
companies, Continental has registered as 
a broker-dealer and has become a roem- 
ber of the National Association of Secu¬ 
rities Dealers, Inc. Applicant f^rt^r 
states that neither C&F nor Securance 
nor Continental has ever engaged m 
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any securities transactions on behalf of 
Applicant or its Manager or participated 
in the distribution of Applicant's shares. 
Applicant further represents and war¬ 
rants that, so long as Lundberg remains 
one of its directors and also a director 
of C&F, the Applicant will not knowingly 
purchase any securities from or through, 
or sell any securities to or through, C&F 
or any subsidiary of C&F and neither 
C&F nor any of its subsidiaries will be 
permitted to participate in the distri¬ 
bution of Applicant’s shares. 

Applicant states that as a director, 
Lundberg shares in the general respon¬ 
sibility for the management of C&F but 
in no way participates in the day to day 
operations of C&F. It further states that 
Lundberg is not an officer of C&F or a 
director or officer of Securance or Con¬ 
tinental or in any other way a participant 
in the day to day operations of Securance 
or Continental. 

Section 2(a) (19) of the Act, in part, 
defines an ‘’interested person” of an in¬ 
vestment company to include any broker 
or dealer registered under the Exchange 
Act, or any affiliated person of such 
broker or dealer. Section 2(a) (3) of the 
Act, in part, defines an affiliated person 
of another person to include any direc¬ 
tor of such other person. 

Lundberg, as director of C&F, is an af¬ 
filiated person of C&F and therefore may 
be considered an affiliate of its wholly 
owned subsidiary Continental, which is a 
broker-dealer registered under the Ex¬ 
change Act. Thus, Lundberg may be con¬ 
sidered an interested person of Applicant. 
Applicant contends that Mr. Lundberg is 
in fact an independent director of the 
Fund and that his relationship with it 
and the manager is in no way altered by 
his being a director of C&F. Applicant 
also notes that on February 12, 1976 the 
Commission, in Investment Company Act 
Release No. 9155, granted a similar re¬ 
quest of Trinwall Bond Fund, Inc., which 
shares the same investment adviser as 
the Fund, by issuing an order that Mr. 
Lundberg was not to be considered an 
Interested person” of that fund solely by 
reason of his directorship with C&F. 

Section 6 (c) of the Act provides that 
Lie Commission may conditionally or un¬ 
conditionally exempt any person from 
any provision of the Act or from any rule 
or regulation under the Act if and to the 
xtent that such exemption is necessary 
bpropriate in the public interest and 
consistent with the protection of inves- 
ior s and the purposes fairly intended by 
ne poliey and provisions of the Act. 
* c S tlCe is further given that any inter- 
m *y. not later tlian Sep- 

the pi 3, at 5:30 p - m - submit to 
^ Commton in writing a request for 

a °P the matter accompanied by 

f ®J? f kment as to the nature of his in- 

the ki.ml e if ea50n l° r such rec * uest > an d 
to h* SUe ?‘ any ’ of fact or * aw Proposed 
he bA°TW?« e 5 t 1 d ’ or he ma y request that 
order a i { the Commission shall 

munication r l ^ ereon - Any such com- 
C sphih f s . hould addressed: Secre- 
sion’ w^? tes and Exchan ge Comm is- 

n ’ Washington, D.C. 20549. A copy of 


such request shall be served personally 
or by mail upon Applicant at the address 
stated above. Proof of such service (by 
affidavit, or in case of an attorney at law, 
by certificate) shall be filed contempo¬ 
raneously with the request. As provided 
by Rule 0-5 of the Rules and Regula¬ 
tions promulgated under the Act, an 
order disposing of the application here¬ 
in may be issued as of course following 
said date, unless the Commission there¬ 
after orders a healing upon request or 
upon the Commission’s own motion. Per¬ 
sons w'ho request a hearing or advice as to 
whether a hearing is ordered will receive 
any notices and orders issued in this mat¬ 
ter, including the date of the hearing (if 
ordered) and any postponements there¬ 
of. 

For the Commission, by the Division 
of Investment Management, pursuant to 
delegated authority. 

George A. Fitzsimmons. 

Secretary. 

(FR Doc.76-24383 Filed 8-19-76;8:45 ami 


DEPARTMENT OF LABOR 

Office of Employee Benefits Security 
EMPLOYEE BENEFIT PLANS 

Proposed Alternative Method of 
Compliance 

< 1 > Notice. Notice is hereby given that 
an alternative method of compliance 
with certain reporting and disclosure re¬ 
quirements for certain employee pension 
benefit plans associated with Certified 
Plans. Inc. (CPI), and International 
Trust Corporation (ITC), of 180 Newport 
Center JDrive. Newport Beach, California, 
is published herein in proposed form in 
response to a petition filed with the Sec¬ 
retary of Labor by CPI and ITC on Oc¬ 
tober 29, 1975 (as amended on April 30. 
1976), under section 110 of the Employee 
Retirement Income Security Act of 1974 
(the Act). 

Before an alternative method of com¬ 
pliance with the reporting and disclosure 
requirements may be prescribed under 
section 110 of the Act, the Secretary must 
determine that the use of such alterna¬ 
tive method is consistent with the pur¬ 
poses of Title I of the Act. that it pro¬ 
vides adequate disclosure to the partici¬ 
pants of the plan and adequate reporting 
to the Secretary, that the application of 
the regular reporting and disclosure re¬ 
quirements would increase the costs to 
the plan or impose unreasonable admin¬ 
istrative burdens with respect to the op¬ 
eration of the plan, and that the applica¬ 
tion of the full reporting and disclosure 
requirements would be adverse to the in¬ 
terests of plan participants in the 
aggregate. 

In addition, if an alternative method 
is prescribed other than by regulation, 
pursuant to section 110 of the Act, the 
Secretary must provide notice and an 
opportunity for interested persons to 
present their views, and must publish in 
the Federal Register the provisions of 
such alternative method. 


Therefore, in compliance with the 
above requirements of section 110 of the 
Act, all interested persons are invited to 
submit written comments or. the pro¬ 
posed alternative method of compliance 
set forth herein. In order to receive con¬ 
sideration. such comments should be 
received by the Department of Labor on 
or before September 20, 1976. Such com¬ 
ments should be submitted by mail or 
in person to ”CPI Alternative”. Division 
of Regulatory Standards and Exceptions. 
Office of Employee Benefits Security. 
Room C-4526, U.S. Department of Labor. 
200 Constitution Avenue. NW., Washing¬ 
ton, D.C^ 20216. All comments received 
as well as the petition for the alterna¬ 
tive method of compliance submitted by 
CPI and ITC. will be available for public 
inspection at the Public Document Room, 
Office of Employee Benefits Security, 
U.S. Department of Labor, Room N-4677, 
200 Constitution Avenue, NW.. Wash¬ 
ington. D.C. 20216. 

(2) Petition. Certified Plans, Inc. 
(CPI), and International Trust Corpora¬ 
tion <ITC) (the Applicants), members 
of CPI Group. Inc., and located at 180 
Newport Center Drive, P.O. Box 2090, 
Newport Beach, California, filed a peti¬ 
tion with the Secretary of Labor on 
October 29, 1975, which was amended by 
a filing on April 30, 1976, requesting an 
alternative method of compliance with 
certain reporting and disclosure require¬ 
ments of the Act. The Applicants are 
described as a ‘‘plan system administra¬ 
tor” (CPI) and a trust company (ITC), 
respectively, both chartered by the State 
of California. The Applicants assert that 
CPI serves as plan system administrator 
for numerous “small” Keogh (“H.R. 10”) 
and “small” corporate pension plans that 
cover a total of more than 15,000 par¬ 
ticipants, and that ITC serves as trustee 
for the assets of these plans. With few 
exceptions, these CPI plans are charac¬ 
terized by the Applicants as “earmarked 
account” plans. Plans not so charac¬ 
terized are not within the scope of the 
petition or of the proposed alternative 
method of compliance. 

The term “earmarked account” plan 
is defined in the petition as a defined 
contribution individual account employee 
pension benefit plan as developed and 
offered to employers by CPI. The term 
“individual account plan” or “defined 
contribution plan” is defined in section 
3(34) of the Act as— 

A pension plan which provides for an indi¬ 
vidual account for each participant and for 
benefits based solely upon the amount con¬ 
tributed to the participant's account, and 
any income, expenses, gains and losses, and 
any forfeitures of accounts of other partici¬ 
pants which may be allocated to such partici¬ 
pant's account. 

The Applicants assert that such plans 
meet the description of an individual 
account plan under section 404(c) of the 
Act, which states: 

Sec. 404. (c) In the case of a pension plan 
which provides for individual accounts and 
permits a participant or beneficiary to exer¬ 
cise control over assets in his account, if a 
participant or beneficiary exercises control 
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over the assets In his account (as determined 
under regulations of the Secretary) — 

(1) such participant or beneficiary shall 
not be deemed to be a fiduciary by reason of 
such exercise, and 

(2) no person who Is otherwise a fiduciary 
shall be liable under this part for any loss, 
or by reason of any breach, which results 
from such participant’s or beneficiary’s exer¬ 
cise of control. 

Regulations concerning section 404(c) 
have not yet been issued. 

The Applicants assert that the plan 
administrator of each such CPI “ear¬ 
marked account 0 plan is the employer 
whose employees are participants in the 
plan (or such other person as may be 
designated in the CPI plan documents) 
and that, as plan administrator, the em¬ 
ployer or such other person has the duty 
to complete and file the Annual Return/ 
Report Form 5500-C for a small corpo¬ 
rate pension plan or Form 5500-K for a 
Keogh Plan. The Applicants further 
assert that the plan administrator of 
such a CPI “earmarked account 0 plan 
lacks certain information necessary for 
completion of certain items on the ap¬ 
propriate Annual Return/Report Form 
relating to party-in-interest transac¬ 
tions; plan assets; compensation for 
services rendered to the plan; loans or 
leases in default; changes in trustees, 
accountants, insurance carriers, enrolled 
actuaries, administrators, investment 
managers, or custodians; and the infor¬ 
mation on Schedule A (Form 5500). The 
Applicants also assert that since one of 
the main purposes of the annual report 
is disclosure of information to plan par¬ 
ticipants, the completion of such ques¬ 
tions would serve no useful purpose for 
a CPI “earmarked account” plan par¬ 
ticipant, since the participant, who man¬ 
ages the investment of his own fund, 
already has this information. 

The Applicants assert that a partici¬ 
pant who manages his own account under 
a CPI “earmarked account” plan has all 
the financial and transactional informa¬ 
tion pertaining to the management of 
his own account since he himself advises 
through investment directives to the Ap¬ 
plicants how the account is to be man¬ 
aged and, furthermore, has no need to 
know how other participants manage 
their own individual “earmarked ac¬ 
counts” because such knowledge has no 
relevance to the status of his account and 
the level of his benefits. Applicants as¬ 
sert that if there are any fiduciaries or 
parties in interest involved in the man¬ 
agement and investment of the partici¬ 
pant’s “earmarked account”, the partici¬ 
pant himself is already informed as to 
who such parties are because the partici¬ 
pant alone has determined that such 
parties be hired. It is asserted that there 
is no need for identification of the fidu¬ 
ciaries and parties in interest involved in 
the management of other participants’ 
accounts because nothing such other 
parties do with respect to these other 
accounts will have any effect on or rele¬ 
vance to the status of the particular 
participant’s own “earmarked account” 
and the level of his benefits. Applicants 
also assert that, functionally, these “ear¬ 


marked accounts” operate in the same 
manner as if each such account were a 
separate trust with a separate investment 
manager—in each such case the invest¬ 
ment manager being the participant 
himself. 

Accordingly, the Applicants request 
that the Secretary of Labor, pursuant to 
his authority under section 110 of the 
Act, prescribe an alternative method of 
compliance with certain of the report¬ 
ing and disclosure requirements of sec¬ 
tion 103 of the Act and the regulations 
thereunder, whereby the plan adminis¬ 
trator of these CPI “earmarked ac¬ 
count” plans be relieved of the require¬ 
ment of completing Items 11, 13 (Col¬ 
umns A & C), 15, 16, 19 (except as such 
charges relate to the plan as a whole), 
and Schedule A (Form 5500) of Form 
5500-C for corporate plans with fewer 
than 100 participants; and Items 10, 13, 
14, 17 (except as such charges relate to 
the plan as a whole), and Schedule A 
(Form 5500) of Form 5500-K for Keogh 
Plans with fewer than 100 participants. 

(3) Preliminary findings. Based upon 
an examination of the representations 
made in the Applicants’ petition Cas 
amended on April 30,1976) and the sam¬ 
ple CPI plan documents submitted by 
the Applicants, the Secretary makes the 
following preliminary findings: 

The Applicants’ “earmarked account” 
plans as described and defined hi part 
(2), Petition, above, consist of separate 
“earmarked accounts”. Each such ac¬ 
count consists of two parts: An employer 
contributions portion and an employee 
contributions portion. The first portion 
is subject to forfeiture and subsequent 
allocation among the other participants’ 
“earmarked accounts” to the extent it is 
not vested, pursuant to the requirements 
of section 203 of the Act. The second por¬ 
tion, composed of mandatory and volun¬ 
tary employee contributions, is nonfor¬ 
feitable. The principal of the voluntary 
employee contributions may be with¬ 
drawn by the employee under certain 
conditions, but the principal of the man¬ 
datory employee contributions must re¬ 
main in trust until plan termination or 
until distribution upon retirement or 
withdrawal of the participant. 

Both the employer contributions por¬ 
tion and the employee contributions por¬ 
tion for each participant are combined 
into one account, the “earmarked ac¬ 
count,” and deposited with ITC, which 
serves as the trustee of such combined 
account. 

The individual employee-participant 
lias the option of exercising control over 
the management and investment of his 
“earmarked account” through directives 
to CPI (identified as the “plan system 
administrator” in the plan documents), 
which in turn directs ITC as trustee to 
invest the assets in securities, loans, or 
other properties in accordance with the 
participant’s directives. In the absence of 
any affirmative participant directives, 
the assets of the “earmarked account” 
are deposited for the participant by ITC 
in an interest-bearing account in a bank 
chosen by CPI and ITC. Legal title to the 
assets and any investments and securi¬ 


ties of such “earmarked account” always 
remains in the name of the trustee, ITC. 

It should be noted that no findings 
are made or implied regarding the ap¬ 
plicability of sections 404(c) and 412 of 
the Act to the “earmarked account 
plans described in the petition. Sections 
404(c) and 412 are outside the scope of 
this proposed alternative method of 
compliance, which relates exclusively to 
certain reporting and disclosure obliga¬ 
tions of the Applicants’ “earmarked ac¬ 
count” plans. 

The employer usually is designated as 
the plan administrator under the plan 
documents. However, CPI holds all the 
information regarding administration 
and management of the plan and its 
various “earmarked accounts”, so that 
the plan administrator, in order to ful¬ 
fill its reporting and disclosure duties 
under Part 1 of Title I of the Act and 
the regulations issued thereunder, would 
have to obtain such information from 
CPI. 

CPI at present supplies each partici¬ 
pant with statements detailing trans¬ 
actions made involving the participant’s 
individual “earmarked account” shortly 
after such transactions are made (Dally 
Activity Statement), and also supplies 
each participant with a yearly statement 
detailing all activity of the individual 
account for the year (Annual State¬ 
ment). The information contained in 
such transactional and yearly state¬ 
ments supplied to each participant is 
supplied to him alone and relates only 
to the activity of the participant’s in¬ 
dividual account, and no such informa¬ 
tion regarding the activity of other par¬ 
ticipants’ accounts is provided to him. 

On the basis of the foregoing prelim¬ 
inary findings, and pursuant to section 
110 of the Act, the Secretary proposes 
to make the following determinations 
with respect to the alternative method 
of compliance with certain reporting and 
disclosure requirements for certain in¬ 
dividual account pension plans in Part 
(4), below: 

(1) The use of this alternative method 
of compliance is consistent writh the pur¬ 
poses of Title I of the Act. and provides 
adequate reporting to the Secretary and 
adequate disclosure to the participants 
and beneficiaries in plans with respect 
to which it is available. The statutory 
reporting and disclosure that is not re¬ 
quired by the alternative method set out 
below is superfluous or irrelevant. 

(2) The application of the provisions 
of section 103 of the Act, requiring the 
plan administrators of Applicants' plans 
to report in the annual report listings of 
fiduciaries and parties in interest, as well 
as the assets, liabilities, income, loan*, 
leases, and other transactions which in¬ 
volve and affect only the individual 
“earmarked accounts” in such plans, 
would (a) increase the costs to each plan 
for no reasonable purpose, and (b> im¬ 
pose unreasonable administrative bur¬ 
dens with respect to the operation o 
each plan by requiring the reporting o 
information concerning other 

pants which is not relevant to each i** 
dividual participant. 
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(3) The application of the particiular 
provisions of section 103 of the Act re¬ 
ferred to above would be adverse to the 
interests of the Applicants’ “earmarked 
account” plan participants in the ag¬ 
gregate, hi that it would divert plan as¬ 
sets otherwise available for benefits to 
the payment of increased reporting and 
disclosure costs. 

Therefore, in accordance with the au¬ 
thority provided under section 110 of the 
Act, the Secretary of Labor hereby pro¬ 
poses an alternative method of compli¬ 
ance with certain reporting requirements 
of section 103 of the Act for Applicants' 
' earmarked account” plans. 

(4) Proposed alternative method of 
puv GujjjoddJL uxvidOD yjicn ooumidmoo 
disclosure requirements for certain in¬ 
dividual account pension plans. 


Section 1 — Alternative method of com¬ 
pliance. In accordance with the authority 
of section 110 of the Employee Retirement 
Income Security Act of'1974 (the Act), an 
alternative method of compliance with cer¬ 
tain reporting and disclosure requirements 
of section 103 of the Act is hereby proposed 
by the Secretary of Labor for CPI “earmarked 
account" plans that meet the conditions set 
forth In section 2. 

CPI “earmarked account” plans, for pur¬ 
poses of this alternative method of compli¬ 
ance, are defined contribution employee pen¬ 
sion benefit plans with fewer than 100 par¬ 
ticipants on the first day of the plan year 
which provide for individual accounts, and 
as to which Certified Plans, Inc. (CPI). serves 
as plan system administrator and Interna¬ 
tional Trust Corporation (ITC) serves as 
trustee. 

Pursuant to this alternative method of 
compliance, the plan administrators of such 
plans that meet the conditions set forth In 
section 2 are not required to complete cer¬ 
tain items on the Annual Return/Report 
Forms 5500-C and 5500-K relating to transact 
tions with parties In interest; compensation 
for services rendered to and affecting solely 
each separate Individual CPI “earmarked ac¬ 
count"; loans or leases In default; the identi¬ 
fication of, or the reporting of and disclosure 
of, changes in trustee, accountant. Insurance 
carrier, enrolled actuary, administrator, In¬ 
vestment manager, and custodian for each 
CPI “earmarked account*'; and Insurance In¬ 
formation. Specifically, the plan administra¬ 
tors of such plans may omit completion of the 
following items on Annual/Report Forms 
filed with the Secretary: 

(a) Forms 5500-C. Items 11. 13 (Columns 
A & C). 15, 16. 19. and Schedule A (Form 
5500). 

(b) Form 5500-K. Items 10, 13, 14. 17, and 
Schedule A (Form 5500). 

Sec. 2— Conditions. The plans described in 
section l must meet the following conditions 
in order to utilize the alternative method of 
compliance set forth In section 1: 


(a) Reporting on certain charges—All com¬ 
pensation, fees, commissions, and expense: 

the p!an b y CPI or ITC are re 
sswi ln th ® Annu al Return/Report Forn 
° 5500 ~K. whichever Is applicable; 

cl °sure--CPI provides to each par 
^ CPI “earmarked account* 
Liform«!. and prompt disclosure of flnancla 
dividulV!? 11 relatlu 8 to the participant's in- 
the n«»i earmark cd account”, Including (i) 
MS * ctlvlt y Statement given by CPI 
£. pant each tlme ther ® ls » trans 
lr n hls account and the Annual State- 

anv *!!i eaCh partlcl Panfs account, and (11) 
I ®ddltiaail luXorma tlon relating to th< 

knou n 15 ^ 8 lndlvldual “earmarked account’ 
o cpi that need not be included bs 


the plan administrator in the Annual Report 
under the terms of section 1 of this alter¬ 
native method of compliance; 

(c) Notice to participants—As soon as pos¬ 
sible and not later than 10 days after notice 
of this proposed alternative method of com¬ 
pliance with the reporting and disclosure re¬ 
quirements is published in the Federal Reg¬ 
ister, the plan administrator furnishes to 
each participant or posts continuously and 
prominently for a period of at least 30 days 
ln locations where it will be Been by substan¬ 
tially all plan participants, a notice that a 
request has been made for an alternative 
method of compliance with the ERISA re¬ 
porting and disclosure requirements. Such 
notice shall contain a copy of this proposed 
alternative method of compliance as it ap¬ 
pears in the Federal Register, shall state 
where additional information is available, 
and shall include the following statement: 

Any Interested person, including any par¬ 
ticipant in the (name of plan) and any em¬ 
ployee of (name of employer), may present 
his or her views on the proposed alternative 
method of compliance with the reporting and 
disclosure requirements of the Employee Re¬ 
tirement Income Security Act of 1974 for the 
(name of plan) on or before September 20, 
1970, by waiting to “CPI Alternative”, Divi¬ 
sion of Regulatory Standards and Exceptions, 
Office of Employee Benefits Security, Room 
C—4526, U.S. Department of Labor, 200 Con¬ 
stitution Avenue, NW„ Washington. D.C. 
20216. 

Sec. 3— Limitation. This alternative meth¬ 
od of compliance shall be effective only for 
the annual report required to be filed for 
the plan year which began during 1975. 

Signed at Washington, D.C., this 17th 
day of August 1976. 

James D. Hutchinson, 
Administrator of Pension and Wel¬ 
fare Benefit Programs , U.S. De¬ 
partment of Labor . 

IFR Doc.76-24534 Filed 8-19-76.8:45 am) 


Employment and Training Administration 

[Field Memorandum No. 224-76) 

COMPREHENSIVE EMPLOYMENT AND 
TRAINING ACT 

Title I Grant Application Review Guidelines 

The Compreh ensiv e Employment and 
Training Act (CETA) authorizes the 
Secretary of Labor to grant funds to 
State and local governments, and to 
other specified parties, to act as prime 
sponsors of programs to provide train¬ 
ing and employment services to persons 
in need of such assistance. The Act re¬ 
quires that, prior to granting funds to a 
title I and title EC prime sponsor, the 
Secretary shall require prime sponsors to 
submit a comprehensive manpower plan. 
In order to carry out this responsibility 
in an equitable and efficient manner, uni¬ 
form criteria and standard procedures 
for the review of prime sponsors' grant 
applications for Fiscal Year 1977 have 
been developed. 

The entire text of Field Memorandum 
No. 224-76 is published here to inform 
all Interested parties of the Department's 
implementing procedures. While these 
procedures are effective immediately, 
comments are Invited and should be sub¬ 
mitted to Mr. Pierce Quinlan, Adminis¬ 
trator, Office of Comprehensive Employ¬ 


ment Development, Room 6000. 6th and 
D Streets, NW., Washington, D.C. 20213. 

U.S. Department or Labor 

employment and training administration 
[Field Memorandum No. 224-76) 

To: All Regional Administrators 

From: Floyd E. Edwards. Administrator, 

Field Operations 

Subject: CETA Title I Grant Application Re¬ 
view Guidelines 

1. Purpose. To transmit guidelines for the 
review of CETA Title I grant applications for 
FY *77. 

2. Background. A workgroup, composed 
primarily of regional representatives. was es¬ 
tablished to develop guidelines to assist 
regional offices in the review of FY *77 CETA 
Title I grant applications. An ancillary pur¬ 
pose was to assist prime sponsors in planning 
their programs. The chief motivating factor 
for the development of grant review guide¬ 
lines was to provide a common framework 
against which regional offices and prime 
sponsors across the country could compare 
their FY *77 program plans and performance 
goals. 

After a careful analysis of available data, 
the workgroup selected ten performance indi¬ 
cators around which to develop review guide¬ 
lines. These are shown on Attachment I to 
this memorandum. Rather than establish 
absolute “standards” of performance, tho 
workgroup developed ranges of planned per¬ 
formance to serve as ‘‘review guidelines.” The 
use of such ranges provides for flexibility in 
application and allows for variations among 
regions and Among prime sponsors. 

3. Data Base. The review guidelines are 
anchored ln historical performance data. 
Three separate arrays of data were used and 
analyzed: (1) Actual QPR data for FY *75 
and the first half of FY *76; (2) mean and 
median performance for FY 75 and the first 
half of FY *76; and (3) frequency distribu¬ 
tions of performance for, again, FY 75 and 
the first half of FY 76 (i.e., the largest per¬ 
centage of prime sponsors falling within a 
range of performance). All the data arrays 
were compared to ascertain what, if any, pat¬ 
tern emerged ln terms of historical per¬ 
formance and the strength of the pattern. An 
attempt was also made to detect trends in 
performance between FY 75 and FY 76. Al¬ 
though all data arrays were considered in 
arriving at the guidelines, heaviest reliance 
was placed on the frequency distribution 
data which Is more Indicative of major trends 
and patterns. Tho guidelines that have been 
established reflect not only the statistical 
analyses of available data, but also the 
Judgments of experienced ETA staff on the 
reasonableness of expectation for each per¬ 
formance Indicator. 

The guidelines were then discussed with 
representatives from each of the regional of¬ 
fices and later presented to the senior staff. 
As a result of these sessions, additional cor¬ 
relations were run and an attempt was made 
to be responsive to all major comments. This 
approach resulted in the grouping of per¬ 
formance indicators Into five primary (re¬ 
quired) and five secondary (optional) indi¬ 
cators. 

a. The five primary indicators are: 

(1) Entered Employment Rate 

(2) Indirect Placement Rate 

(3) Cost per Indirect Placement 

(4) Non-positive Termination Rate 

(5) Unassigned Participant Rate 

b. The five secondary indicators are: 

(1) Cost per participant ln: 

(a) Classroom Training 

(b) OJT 

(c) Work Experience 


FEDERAL REGISTER, VOL. 41, NO. 163—FRIOAY, AUGUST 20, 1976 







35246 


NOTICES 


(2) Cost Per Individual Enrolled in Pro¬ 
gram Activities 

(3) Turnover Rate 

Complete formula descriptions and ex¬ 
planations for each indicator are found in 
Attachment I to this memorandum. 

4. Approach. The primary focus in develop¬ 
ing these guidelines is to provide a tool for 
the Federal Representative (FR) to utilize 
in working with the prime sponsor during 
the planning process. The FR is the critical 
link to the understanding and utilization 
of the guidelines. Therefore, it is Incumbent 
upon each FR to become familiar with these 
guidelines and to assist his/her prime spon¬ 
sor^) in developing a quality plan which 
will be approvable when submitted to the 
regional office. 

The use of the term guidelines throughout 
this document is intentional. These "gulde- 
hnes” are not standards which must be im¬ 
posed rigorously to each performance indi¬ 
cator in the grant application. Rather, these 
guidelines are intended to ensure that bench¬ 
marks for key performance indicator s ar e 
built into the review of all FY ’77 CETA 
grant applications. All grant reviewers are 
required to analyze carefully the five pri¬ 
mary Indicators. The optional Indicators will 
be used at the discretion of the RA. 

The guidelines should not be employed 
mechanically since they cannot substitute 
for the knowledge and Judgment of Federal 
staff about the appropriateness of a prime 
sponsor’s plan. The guidelines are provided 
to assist in determining whether prime spon¬ 
sor plans are reasonable when compared to 
national experience. There may be valid rea¬ 
sons for prime sponsor deviation from the 
recommended ranges. Every attempt has been 
made throughout the document to emphasize 
that it is the Job of the FR to work with 
the prime sponsor to ensure that the planned 
performance can be Justified. In this con¬ 
nection, the FR should look also at past 
prime sponsor performance. There may be 
cases where prime sponsor performance has 
been so poor that it reasonably cannot be 
expected to plan goals that immediately meet 
the ranges in the proposed guidelines. It will 
be up to the FR to assist the prime sponsor 
to develop a plan which will reflect incremen¬ 
tal improvements in performance that will 
bring it closer to the planning guidelines dur¬ 
ing FY ’77. 

6. Use of the Guidelines. As discussed 
above, the guidelines are provided as a point 
of departure for reviewing prime sponsor 
plans and program goals. Below are recom¬ 
mended procedures for the FR's use of the 
guidelines: 

a. Planned goal falls within the acceptable 
range as defined in the grant review package. 
This is an indication that the planned per¬ 
formance is probably appropriate. However, 
FR’s should be certain to determine (1) 
whether the prime sponsor could actually do 
better, (2) how appropriate the goal is in 
conjunction with other related goals, (3) it 
has been accurately and appropriately com¬ 
puted, (4) if it actually Is realistic given the 
past experience of the prime sponsor, and 
(6) it is consistent with the ‘program char¬ 
acter” described in the narrative and other 
relevant parts of the grant package. 

b. Planned goal deviates from acceptable 
range. This is an indication to the reviewer 
that further analysis is needed to ensure the 
goal is appropriate. While variations from 
the ranges may indeed be acceptable, prior 
to approving the goal, the FR should (1) 
review the Justification provided by the 
prime sponsor against the information for 
acceptable variations provided in Column 2 
of the worksheet in Attachment I, (2) care¬ 
fully review the calculations, (3) review past 


program performance to determine expecta¬ 
tions for variation, (4) review local condi¬ 
tions which were purported to have a causal 
relationship to the variance, (6) carefully 
review this goal against other related goals, 
and (6) generally take every action necessary 
to ensure that the level is reflective of the 
best that can reasonably be expected from 
the prime sponsor given all the conditions 
above. 

c. As indicated previously, the guidelines 
are for use by the FR in reviewing the rea¬ 
sonableness of each prime sponsor plan. 
They are not intended and should not be used 
arbitrarily to reject or accept a prime spon¬ 
sor’s plan but are intended to assist both 
prime sponsor and FR in determining the 
appropriateness of the prime sponsor’s plans. 

In addition to the procedures recom¬ 
mended above, FR’s must review the plans 
for internal consistency to ensure that each 
part supports the other. The performance 
ranges set forth in the guidelines are quan¬ 
titative measures of a prime sponsor’s objec¬ 
tives. The narrative description, on the other 
hand, explains how the prime sponsor plans 
to accomplish these objectives. These two 
aspects of the plan also must be Interrelated 
Just as each part of the plan must relate to 
all other parts of the plan. 

0. Grant Narrative. After much discussion, 
it was decided that detailed guidelines for 
the review of the grant narrative would not 
be developed this year. The regulations and 
the CETA Forms Preparation Handbook 
(ETA Handbook No. 311) provides sufficient 
detail in terms of what should be in each 
plan. Nonetheless, in reviewing FY ’77 
prime sponsor grant applications, FR’s must 
review the narrative and other appropriate 
sections of the grant to ensuer that the 
prime sponsor will Implement a FY ’77 pro¬ 
gram which is consistent with the CETA pol¬ 
icy emphasis outlined in Section 94.1(c)(2) 
of the June 26 regulations. Below, the pro¬ 
gram emphasis areas identified in the reg¬ 
ulations have been grouped into four major 
categories. Under each of these categories 
are provided suggested items FR’s should 
look at when reviewing the grant applica¬ 
tions to ensure that prime sponsor plans do 
reflect an approach that will accomplish 
these objectives: 

Program objectives and suggested indicators 

Objective. Focu6 program performance for 
maximum impact on those most in need. 

Suggested review items: (1) Look at 
planned participation rates for significant 
segments. Based on available data and per¬ 
sonal knowledge do they appear to reflect 
community needs? 

(2) Also, look at planned activities for 
workers who were displaced by foreign in¬ 
dustry and thereafter became beneficiaries 
under title II of the Trade Act of 1974 to 
ensure that the needs of affected individuals 
are being addressed. 

Objective. Eliminate duplication so that 
resources are effectively made available to 
local communities. 

Suggested review items: (1) Is the State 
employment service represented on the ad¬ 
visory council? Is it a delivery agency? Is 
there appropriate Justification in the grant 
if the answer Is no to either of these 
questions? 

(2) Are other program linkages of CETA 
funds with EDA, and HUD/CD A funds to 
further economic development described in 
the grant? 

(3) Have linkages been established with 
national programs funded under titles III 
and IV of CETA and title IX of the Older 
Americans Act? 


Objective. Coordinate the planning and 
operation of the local CETA program with 
employment opportunities Identified in the 
private sector to ensure maximum potential 
for placement. 

Suggested review items: (1) Are private 
employers represented on advisory councils? 

(2) Do planned placement rates reflect 
maximized effort to place work experience 
and public service employment participants 
Into unsubsidized private sector Jobs? 

(3) To what degree Is the prime sponsor 
planning to use on-the-job training? Does 
this reflect an Increase from previous years? 

(4) Do planned placement and follow-up 
goals for participants who have completed 
classroom training programs reflect an in¬ 
creased emphasis in placing these individ¬ 
uals In permanent Jobs? 

(6) Look at the planned program mix. Do 
planned participation rates for OJT, Class¬ 
room Training, Work Experience, PSE and 
other activities reflect a redirection of title 
I from an exclusive emphasis on work experi¬ 
ence and public service employment to a 
comprehensive employment and training 
program? 

Objective. Coordinate youth programs and 
services funded by prime sponsors with the 
career aspirations of the youth to be served. 

(1) Do planned worksites for youth to en¬ 
sure that worksites will contribute to youth 
career goals. 

7. Training— a. Federal Staff. In order to 
ensure that there Is a uniform understand¬ 
ing of how the guidelines are to be applied 
in your region, it is recommended that re¬ 
gional staff be trained as early as possible. If 
assistance in such training is needed, an at¬ 
tempt will be made to conduct a train-the- 
trainer session, or arrange for members of the 
workgroup to come to the region. Special at¬ 
tention is called to the introduction to the 
performance indicators worksheets. The 
points made there are crucial to understand¬ 
ing the application and limitations of the 
review guidelines. 

b. Prime Sponsors. At a minimum, the at¬ 
tachments should be provided to prime 
sponsors so that they are aware of the man¬ 
ner in which their plans will be reviewed 
The important consideration Is that they be 
aware of the fact that the guidelines will be 
used in reviewing their plan. Whether prime 
sponsors are called together for a general 
orientation to the guidelines or the FRfl 
review the guidelines with them individually 
is up to the RA. Nevertheless, it la recom¬ 
mended that a personal contact be made 
with the prime sponsors rather than simply 
mailing the materials to them without a ver¬ 
bal explanation of how the materials are to 
be used and what 1s expected of the prime 
sponsors. ' . 

8. Action required. Regional Administrators 
should: a. Make distribution of the informa¬ 
tion contained in this field memorandum as 
soon as possible and Inform prime 8 P^ ns0 /® 
that these guidelines will be published In tn 


Federal Register. . 

b. Notify your desk officer if assistance 
training is needed so appropriate arrange¬ 
ments can be made. 

c. Ensure that the five primary fc' uldel 
are used by all reviewers. The optional gu.ae- 
lines will be used at the RA’s discretion. 

9. Inxiuirles. Questions on^this 


10. Attaclnnents. (RAs only). 1 Introdu - 
tlon to Review Guidelines. 


Attachment I 


INTRODUCTION TO REVIEW GUIDELINE* 

The purpose of the attached worksheet* ^ 
to guide Federal Representatives In their r»-- 
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view of prime sponsor plans for FY 1977. The 
Indicators selected for close analysis are those 
considered to be most Important in assessing 
program outcomes. As a further guide, the 
Indicators have been grouped into five pri¬ 
mary (required) and five secondary (op¬ 
tional) review guidelines. It is hoped that 
the review guidelines in the worksheets will 
result In realistic and productive plans for 
FY 1977, with a minimum of surprises when 
prime sponsors are assessed during the fiscal 
year. These guidelines were not developed to 
provide a rationale for rejection of a plan but 
rather to provide both Federal Representa¬ 
tives and prime sponsors with a tool to use In 
establishing and Justifying expected program 
outcomes. 

The review guidelines were developed after 
analyzing categorical program performance 
data and CETA data through December 31, 
1975. The resultant ranges are a synthesis of 
the experience data and a realistic appraisal 
of what “should be.” In considering the 
ranges, however, several things should be 
kept in mind. 

1. They are suggested ranges, based 
largely on nationwide experience factors. De¬ 
viations may be expected based on regional 
nuances and unique characteristics of in¬ 
dividual prime sponsors. The ranges do, how¬ 
ever, provide a good starting point from 
which to determine potential problems with 
program design and delivery, and to make 
policy decisions on same. 

2. Each indicator should not be analyzed 
in and of itself but rather in terms of its 
relationship to the other indicators. For ex¬ 
ample. the cost per indirect placement must 
be analyzed together with the overall en¬ 
tered employment rate and the indirect 
placement rate. (These relationships will be 
discussed in more detail on the worksheets.) 

3. Each indicator should also be analyzed 
In terms of the character of the prime spon¬ 
sor's program (placement vs. nonplacement 
oriented, significant segments to be served, 
etc.). This, too, will be discussed in more de¬ 
tail on the worksheets. 

4. A prime sponsor's position, in relation¬ 
ship to the range must be analyzed Ln terms 
of previous performance. The concept of in¬ 
cremental Improvement is critical here. If a 
prime sponsor's plan falls well above or below 
the recommended range, but reasonable im¬ 
provement over previous performance is 
planned, deviation from the range may be 
Justified. Approval of a deviation based on 
this concept should be documented on the 
worksheets. 

As discussed above, the guidelines are pro¬ 
vided as a point of departure for reviewing 
prime sponsor plans and program goals. Be¬ 
low are recommended procedures for the 
PR's use of the guidelines: 

a. Planned goal falls within the acceptable 
range as defined in the grant review pack¬ 
age. This is an indication that the planned 
performance Is probably appropriate. How¬ 
ever. PR's should be certain to determine (1) 
whether the prime sponsor could actually do 
better, (2) how appropriate the goal Is ln 
conjunction with other related goals. (3) it 
has been accurately and appropriately com¬ 
puted. (4) If it actually Is realistic given the 
past experience of the prime sponsor, and 
(5) It Is consistent with the “program char¬ 
acter” described ln the grant narrative and 
other relevant parts of the grant package. 

b. Planned goal varies from acceptable 
range. This Is an Indication to the reviewer 
that further analysis is needed to ensure that 


the prime sponsor's goal Is appropriate. While 
variations from the ranges may Indeed be 
acceptable, prior to approving the goal, the 
FR should (1) review the Justification pro¬ 
vided by the prime sponsor against the in¬ 
formation for acceptable variations provided 
in Column 2 of the worksheet in Attach¬ 
ment I, (2) carefully review the calculations, 
(3) review past program performance to de¬ 
termine expectations for variation, (4) re¬ 
view local conditions which are purported 
to have a causal relationship to the variance, 
(5) carefully review this goal against other 
related goals, and (6) generally take every 
action necessary to ensure that the level Is 
reflective of the best that can reasonably be 
expected from the prime sponsor given all 
the conditions above. 

c. As indicated previously, the guidelines 
arc for use by the FR ln reviewing the rea¬ 
sonableness of each prime sponsor plan. They 
are not intended and should not be used 
arbitrarily to reject or accept a prime spon¬ 
sor's plan but are Intended to assist both 
prime sponsor and FR ln determining the 
appropriateness of the prime sponsor's plans. 

In addition to the procedures recommend¬ 
ed above, FR's must review the plans for in¬ 
ternal consistency to ensure that each part 
supports the other. The performance ranges 
set forth ln the guidelines are quantitative 
measures of a prime sponsor's objectives. 
The narrative description, on the other hand, 
explains how the prime sponsor plans to ac¬ 
complish these objectives. These two aspects 
of the plan also must be Interrelated Just as 
each part of the plan must relate to all other 
parts of the plan. 

The format of the worksheets is as follows: 

Column (1) Performance Indicator —Iden¬ 
tifies the indicator to be analyzed. 

Column (2) Definition/Program Impact/ 
Relationship to Other Indicators —Defines the 
indicator and verbally describes the method¬ 
ology for computation. It also describes the 
Implications of the indicator In terms of pro¬ 
gram design and delivery, and alerts Federal 
Representatives (and prime sponsors) to po¬ 
tential problem areas. As Indicated ln #2, 
above, if there is any relationship between an 
Indicator and others, it will bo discussed ln 
this column. 

Column (3) Formula— Presents the formu¬ 
la for computing the Indicator, referencing 
the appropriate sections of the Program 
Planning Summary (PPS) and Budget In¬ 
formation Summary (BIS), Included as part 
of the grant application. The computations 
are to be made from the 4th Quarter columns 
of the PPS and BIS. 

Column ( 4) "Results' 0 —The Federal Rep¬ 
resentative should enter the result of his/her 
computation ln this column. 

Column (5) Review Guidelines—Defines 
the suggested “Ideal" range of performance. 
As stated above, this Is based on an analysis 
of experience data and an assessment of what 
performance realistically “should be.” 

Column (6) Deviation/Explanation —This 
column should be used for entering any 
deviations from the review guidelines and 
explaining same. Column (2) provides likely 
reasons for deviation from the range and 
differentiations within the range. Other ex¬ 
planations, based on the Federal Representa¬ 
tive's knowledge of the unique characteris¬ 
tics of the prime sponsor would also apply. 
In any event, the ultimate decision to accept 
a deviation from the suggested range belongs 
with the regional office and any such decision 
should be documented ln this column. 
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Supplement to the CETA Title I Grant 
Application Review Guidelines 

Some of the regional offices have been 
experimenting with performance Indicators 
in an attempt to improve on what have be¬ 
come almost traditional techniques for 
measuring and evaluating program outcomes. 

Presented below is a cost effectiveness in¬ 
dex developed by the New York Regional 
Office. While the use of this index is not re¬ 
quired. the index does provide an example of 
a type of performance measurement we may 
want to consider developing for future use. 
It. therefore, would be helpful to receive 
feedback on regional experiences in applying 
this index either as a guideline for reviewing 
CETA grant applications or as a tool for 
evaluating actual program performance. 

In addition, the ETA national office would 
be most interested in obtaining information 
on other types of program measures which 
regions are presently using or developing. 

Comments on the cost effectiveness index 
and information on other performance meas¬ 
ures should be sent to Floyd Edwards. At¬ 
tention: TOPA (Marilyn Shea) by Decem¬ 
ber 31, 1976. Technical questions on the use 
of the cost effectiveness index should be 
directed to Steve Aaronson (8-662-5871). 

cost effectiveness per entered 
employment index 

Cost effectiveness analysis is a method of 
evaluating results of program efforts in terms 
of the funds expended on them. The meas¬ 
ure most commonly used is a ratio of effec¬ 
tiveness (results) over costs. For CETA, the 
“result” most often used in Judging a prime 
sponsor’s program is the Entered Employ¬ 
ment Rate, both in terms of the rate itself 
and the “cost per.” A simple cost-effective¬ 
ness formula takes the following form: 

Entered Employment Ratex 10,000 
Cost per Entered Employment 

The quotient is multiplied by 10.000 to move 
the decimal point back and simplify inter¬ 
pretation. 

At this point, the index is essentially 
experimental in nature and it is recom¬ 
mended that It be used to establish com¬ 
parisons among prime sponsors, both re¬ 
gionally and nationally. The analysis of such 
comparisons offers the possibility to use the 
index as a tool for identifying character¬ 
istics of both successful and unsuccessful 
programs. Such a tool would be invaluable 
in evaluating a prime sponsor program char¬ 
acter and identifying potential problems in 
program design in the planning stage before 
they become "actuals.” For example, sponsors 
uniformly having lower indexes all might 
exhibit specific problems in coordinating be¬ 
tween activity and placement units and Job 
development techniques. Or, there may be 
a relationship between a high Index and cer¬ 
tain specific program designs. In any case, 
the index data for this year should be used 
as a basis from which to effect comparisons. 
Beyond the index for overall program per¬ 
formance lies the possibility of using an 
index to compare such things as major pro¬ 
gram categories, different target groups, 
different service sequences for training in an 
occupation, etc. Currently within prime 
sponsor capabilities is the application of a 
cost-effectiveness formula to one program 
component vs. another, or the deliverers of 
the same component. In this case the en¬ 
tered employment rate and “cost per" would 
apply to the component itself. For example: 


Cost Per OJT Entered Employment 1 n 
Entered Employment Rate for OJT 
The formulas in terms of the PPS and BIS: 


Cost Effectiveness Per Entered Employment 


PPS IB.1. 
PPS IB. 
BIS F.2. 
PPS 1B.1. 


X 10,000 


For OJT: 

OJT Placements 

PPS Il.C.a.-PPS 11 C.b.x 10,000 

BIS F.Z.b. 

OJT Placements 

Below is an example of how the cost effec¬ 
tiveness index may be applied: 

Prime sponsor A plans 1851 terminations 
for FY 1977. Of these terminations, It is 
projected that 978 will enter employment. 
The projected expenditures will be $7,500,000. 
The index for that sponsor is as follows: 

Ent. Empl. Rate X lO,000 
Cast Per Ent. Empl. 



978/1851 X 10.000= 53/7669 X 10.000 

= .00691X10.000 7,600,000 978 


69.1 

Prime sponsor B plans 1300 terminations 
for FY 1977. Of these terminations, it is 
projected that 376 will enter employment. 
Projected expenditures are $5,132,000. The 
index for that sponsor is as follows: 


Ent. Empl. Ratex 10,000 


Cost Per Ent. Empl. 


PPS IB.1. 
PPS IB. 
BIS F.2. 
PPS IB.I . 


X 10,000 


375/1300 X 10.000 = 29/13685 X 10,000 

= .00211X 10,000 = 21,5,132.000/375 


As a general rule, higher indices reflect 
greater cost effectiveness. Thus, in this case 
prime sponsor A appears to be more cost ef¬ 
fective than prime sponsor B in the area of 
participants entering employment. Once 
sufficient comparative data are accumulated, 
analyses of specific causal factors related to 
the indices can be made. 


Signed at Washington, D.C.. this 12th 
day of August 1976. 

Floyd E. Edwards, 
Administrator, Field Operations . 

|FR Doc.76-24079 Filed 8-19-76:8:45 amj 


EMPLOYMENT TRANSFER AND BUSINESS 
COMPETITION DETERMINATIONS UN¬ 
DER THE RURAL DEVELOPMENT ACT 

Applications 

The organizations listed in the attach¬ 
ment have applied to the Secretary of 
Agriculture for financial assistance in 
the form of grants, loans, or loan guar¬ 
antees in order to establish or improve 
facilities at the locations listed for the 
purposes given in the attached list. The 
financial assistance would be authorized 
by the Consolidated Farm and Rural De¬ 


velopment Act. as amended, 7 U.S.C. 1024 
(b), 1932, or 1942(b). 

The Act requires the Secretary of La¬ 
bor to determine whether such Federal 
assistance is calculated to or is likely to 
result in the transfer from one area to 
another of any employment or business 
activity provided by operations of the ap¬ 
plicant. It is permissible to assist the es¬ 
tablishment of a new branch, affiliate or 
subsidiary, only if this will not result in 
increased unemployment in the place of 
present operations and there is no rea¬ 
son to believe the new facility is being es¬ 
tablished with the intention of clasing 
down an operating facility. 

The Act also prohibits such assistance 
if the Secretary of Labor determines that 
it is calculated to or is likely to result in 
an increase in the production of goods, 
materials, or commodities, or the availa¬ 
bility of services or facilities in the area, 
when there is not sufficient demand for 
such goods, materials, commodities, serv¬ 
ices, or facilities to employ the efficient 
capacity of existing competitive commer¬ 
cial or industrial enterprises, unless such 
financial or other assistance will not 
have an adverse effect upon existing com¬ 
petitive enterprises in the area. 

The Secretary of Labor’s review and 
certification procedures are set forth at 
29 CFR Part 75, published January 29. 
1975 (40 FR 4393). In determining 

whether the applications should be ap¬ 
proved or denied, the Secretary will take 
into consideration the following factors: 

1. The overall employment and un¬ 
employment situation in the local area 
in which the proposed facility will be 
located. 

2. Employment trends in the same in¬ 
dustry in the local area. 

3. The potential effect of the new fa¬ 
cility upon the local labor market, with 
particular emphasis upon its potential 
impact upon competitive enterprises in 
the same area. 

4. The competitive effect upon other 

facilities in the same industry located m 
other areas (where such competition is 
a factor). J . 

5. In the case of applications invok¬ 
ing the establishment of branch plants 
or faculties, the potential effect of such 
new facilities on other existing plants oi 
faculties operated by the applicant 

All persons wishing to bring to vie 
attention of the Secretary of Labor any 
information pertinent to the deterinina 
tions which must be made regarding 
these applications are invited to submi 
such information in writing within t* 
weeks of pubUcation of this n 9“ ce * ' 
Deputy Assistant Secretary £r Employ¬ 
ment and Training, 601 D St., ? » 

Washington, D.C. 20213. 

Signed at Washington, D.C. this 16th 
day of August, 1976. 

Ben Burdetsky, 

Deputy Assistant Secretary !or 

Employment and Training. 
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Applications received during the tccek ending August /.$, 1.976’ 


Name of applicant 


Location of enterprise 


Principal product or activity 


Water Street Partners for Restoration . 

Roper N. Mounter. ... 

Mi Connell Manufacturing Co., Inc.. . .... 

Young Pecan Shelling Co., Inc. - . 

A inline Dewey Butliugton-PlnecrotNurslug. 
I'lymouth Wood Treating Co., Inc. . 

Port* Spring Lake Village, Inc —...... 

TVi melee. Inc ..-—.- 

Herman Martin llohelscl - ... 

Nova Trau Corp .— . 

Fleetwood Oil Co., IlIC ... - - 

Messlek Equipment Co . 

Int'tnational Petroleum Services. Inc 

BoU’s Home Improvement Center. .. 

t ampUr ll Boat Co.. Inc . 


Williamstown, Me. 
. Claremont, N.H.. 
. Prattsburg, N.Y.. 


Florencc, S.C_ 

Hazlehurst. Miss 
Plymouth, N.C.. 

Hobo Sound. Fin 
Orangeburg, S.C 

Pierx, Minn. 

Clear Lake, Wis„ 


Mowcaquu, 111 


Memphis, Te\ . 

Kl Dorado, Kails. 

. Manchester, Iowa. 

. Lake Havasu City. 
Am. 


.. Restaurant. 

Production of footwear and sporting goods. 

.. Manufacture of farm machinery and steel 
buildings. 

.. Pec an processing. 

. Skilled nursing care for the aged. 

Treating w ood products with copper, chro¬ 
mate, and arsenic. 

. Skilled nursing care. 

Manufacture of citizen bund transceivers and 
other communications equipment. 

. Restaurant and cocktail bar. 

Manufacture of power control equipment 
and related products mid plastic coating 
service. 

. Retail and wholesale sales of petroleum |rrod- 
ucts. 

. Sales mid repair of farm machinery. 

. Manufacture of oilfield drilling rigs and other 
tn»« of rigs. 

Contract building service and retail lunitKM 
sales. 

Production of fiberglass boats. 


1FR Doc.76-24362 Filed 8-19-76:8:45 amj 


FEDERAL SUPPLEMENTAL BENEFITS 
(EMERGENCY UNEMPLOYMENT COM¬ 
PENSATION) 

Notice of Ending of Federal Supplemental 
Benefit Period in Minnesota 

This notice announces the ending of 
tlie Federal Supplemental Benefit Period 
in the State of Minnesota effective Au¬ 
gust?, 1976. 

Background 

The Emergency Unemployment Com¬ 
pensation Act of 1-974 (Pub. L. 93-572, 
enacted December 31, 1974) (the Act) 
created a temporary program of supple¬ 
mentary unemployment benefits (re¬ 
ferred to as Federal Supplemental Bene¬ 
fits) for unemployed individuals who 
have exhausted their rights to regular 
and extended benefits under State and 
Federal unemployment compensation 
laws. Federal Supplemental Benefits are 
payable during a Federal Supplemental 
Benefit Period in a State which has 
entered into an Agreement under the 
Act with the United States Secretary of 
Labor. A Federal Supplemental Benefit 
Period is triggered on in a State when 
unemployment in the State or in the 
State and the nation reaches the high 
levels set in the Act. During a Federal 
Supplemental Benefit Period the maxi¬ 
mum amount of Federal Supplemental 
Benefits which are payable to eligible 
individuals is up to 13 weeks or 26 weeks, 
depending upon the level of the rate of 
insured unemployment in the State. A 
Federal Supplemental Benefit Period 
commenced in the State of Minnesota on 
February 8,1976. 

The Act also provides that a Federal 
Supplemental Benefit Period in a State 
V -Ul trigger off when the rate of insured 
unemployment in the State averages less 
fium 5.0 percent over a period of thir¬ 
ls* 1 c °nsecutive calendar weeks. The 
benefit period actually terminates at the 
end of the third week after the week for 
which there Is an “off- indicator, if the 
benefit period will have been in effect 
or a minimum duration of 26 weeks. 


Determination of “Off” Indicator 

The employment security agency of 
the State of Minnesota hds determined 
under the Act and 20 CFR 618.19(b) 
(published in the Federal Register on 
March 23, 1976, at 41 FR 12151, 12157) 
that the average rate of insured unem¬ 
ployment in the State for the period con¬ 
sisting of the week ending on July 17. 
1976. and the immediately preceding 
twelve weeks, was less than 5.0 percent. 

Therefore, I have determined in ac¬ 
cordance with the Act and 20 CFR 618.19 
(b). and as authorized by the Secretary 
of Labor’s Order 4-75, dated April 16. 
1975 (published in the Federal Register 
on April 28. 1975, at 40 FR 18515), that 
there was a Federal Supplemental Bene¬ 
fit “off” indicator in the State of Min¬ 
nesota for the week ending on July 17, 
1976, and that the Federal Supplemental 
Benefit Period in that State terminated 
on August 7, 1976. 

Information for Claimants 

Any individual to whom Federal Sup¬ 
plemental Benefits or Federal-State Ex¬ 
tended Benefits were payable in the 
State (whether or not any payment 
actually was made), for any portion of 
the last week of the Federal Supple¬ 
mental Benefit Period, will have an ad¬ 
ditional eligibility period beginning im¬ 
mediately following the end of the Fed¬ 
eral Supplemental Benefit Period. Dur¬ 
ing the additional eligibility period the 
individual will be entitled to Federal 
Supplemental Benefits to the same ex¬ 
tent as if the Federal Supplemental Bene¬ 
fit Period continued to be in effect. The 
additional eligibility period will have a 
duration of 13 weeks, unless it is termi¬ 
nated sooner by reason of the beginning 
of a new Federal Supplemental Benefit 
Period in the State. 

Individuals currently filing claims for 
Federal Supplemental Benefits will re¬ 
ceive written notices from the Minne¬ 
sota Department of Employment Serv¬ 
ices of the end of the Federal Supple¬ 
mental Benefit Period in that State and 
its effect on their entitlement to Fed¬ 


eral Supplemental Benefits. The notice 
to any individual who will have an eli¬ 
gibility period following the Federal 
Supplemental Benefit Period will, in¬ 
clude information concerning potential 
entitlement to Federal Supplemental 
Benefits during the additional eligibility 
period. 

Although the Federal Supplemental 
Benefit Period has terminated, an Ex¬ 
tended Benefit Period will continue in 
effect in the State due to the National 
“on” indicator for the Federal-State 
Extended Benefit Program, as announced 
in a notice published in the Federal 
Register on February 21. 1975. at 40 FR 
4722. Therefore, Federal-State Extended 
Benefits will continue to be payable to 
eligible individuals in the State. 

Persons who wish information about 
their rights to Federal Supplemental 
Benefits or Federal-State Extended 
Benefits In the State of Minnesota should 
contact the nearest Local Office of the 
Minnesota Department of Employment 
Services in their locality. 

Signed at Washington, D.C.. on Au¬ 
gust 16. 1976. 

William H. Kolberg, 
Assistant Secretary for 
Employment and Training . 

|FR Doc.76-24541 Piled 8-19-76:8:45 am| 


FEDERAL SUPPLEMENTAL BENEFITS 

(EMERGENCY UNEMPLOYMENT COM¬ 
PENSATION) 

Notice of Ending of Federal Supplemental 
Benefit Period in Utah 

This notice announces the ending of 
the Federal Supplemental Benefit Period 
in the State of Utah effective August 7, 
1976. 

Background 

The Emergency Unemployment Com¬ 
pensation Act of 1974 (Pub. L. 93-572, 
enacted December 31, 1974) (the Act) 
created a temporary program of supple¬ 
mentary unemployment benefits (re¬ 
ferred to as Federal Supplemental 
Benefits) for unemployed individuals 
who have exhausted their rights to regu¬ 
lar and extended benefits under State 
and Federal unemployment compensa¬ 
tion laws. Federal Supplemental Benefits 
are payable during a Federal Supple¬ 
mental Benefit Period in a State which 
has entered into an Agreement under 
the Act with the United States Secretary 
of Labor. A Federal Supplemental Bene¬ 
fit Period is triggered on in a State when 
unemployment in the State or in the 
State and the nation reaches the high 
levels set in the Act. During a Federal 
Supplemental Benefit Period the maxi¬ 
mum amount of Federal Supplemental 
Benefits which are payable to eligible in¬ 
dividuals is up to 13 weeks or 26 weeks, 
depending upon the level of the rate of 
insured unemployment in the State. A 
Federal Supplemental Benefit Period 
commenced in the State of Utah on 
February 8,1976. 

The Act also provides that a Federal 
Supplemental Benefit Period in a State 
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will trigger off when the rate of insured 
unemployment in the State averages 
less than 5.0 percent over a period of 
thirteen consecutive calendar weeks. 
The benefit period actually terminates 
at the end of the third week after the 
week for which there is an “off” indica¬ 
tor, if the benefit period will have been 
in effect for a minimum duration of 26 
weeks. 

Determination op “Off” Indicator 

The employment security agency of 
the State of Utah has determined under 
the Act and 20 CFR 618.19(b) (pub¬ 
lished in the Federal Register on March 
23. 1976. at 41 FR 12151. 12157) that the 
average rate of insured unemployment 
in the State for the period consisting of 
the week ending on July 17. 1976. and 
the immediately preceding-twelve weeks, 
was less than 5.0 percent. 

Therefore, I have determined in ac¬ 
cordance with the Act and 20 CFR 618.- 
19(b), and as authorized by the Secre¬ 
tary of Labor’s Order 4-75, dated April 
16, 1975 (published in the Federal Reg¬ 
ister on April 28, 1975, at 40 FR 18515), 
that there was a Federal Supplemental 
Benefit “off” indicator in the State of 
Utah for the week ending on July 17, 
1976, and that the Federal Supplemen¬ 
tal Benefit Period in that State termi¬ 
nated on August 7,1976. 

Information for Claimants 

Any individual to whom Federal Sup¬ 
plemental Benefits or Federal-State Ex¬ 
tended Benefits were payable in the State 
(whether or not any payment actually 
was made), for any portion of the last 
week of the Federal Supplemental Bene¬ 
fit Period, will have an additional eligi¬ 
bility period beginning immediately fol¬ 
lowing the end of the Federal Supple¬ 
mental Benefit Period. During the addi¬ 
tional eligibility period the individual 
will be entitled to Federal Supplemental 
Benefits to the same extent as if the Fed¬ 
eral Supplemental Benefit Period con¬ 
tinued to be in effect. The additional 
eligibility period will have a duration of 
13 weeks, unless it is terminated sooner 
by reason of the beginning of a new Fed¬ 
eral Supplemental Benefit Period in the 
State. 

Individuals currently filing claims for 
Federal Supplemental Benefits will re¬ 
ceive written notices from the Utah In¬ 
dustrial Commission of the end of the 
Federal Supplemental Benefit Period in 
that State and its effect on their entitle¬ 
ment to Federal Supplemental Benefits. 
The notice to any individual who will 
have an additional eligibility period fol¬ 
lowing the Federal Supplemental Benefit 
Period will include information concern¬ 
ing potential entitlement to Federal 
Supplemental Benefits during the addi¬ 
tional eligibility period. 

Although the Federal Supplemental 
Benefit Period has terminated, an Ex¬ 
tended Benefit Period will continue in 
effect in the State due to the National 
“on” indicator for the Federal-State Ex¬ 
tended Benefit Program, as announced 
in a notice published in the Federal Reg¬ 
ister on February 21,1975, at 40 FR 4722. 


Therefore, Federal-State Extended Ben¬ 
efits will continue to be payable to eligi¬ 
ble individuals in the State. 

Persons who wish information about 
their rights to Federal Supplemental 
Benefits or Federal-State Extended Ben¬ 
efits in the State of Utah should contact 
the nearest Employment Security Office 
of the Utah Industrial Commission in 
their locality. 

Signed at Washington, D.C., on Au¬ 
gust 16. 1976. 

William H. Kolberg, 
Assistant Secretary for 
Employment and Training. 

|FR Doc.76-24540 Filed 8-19-76;8:45 am] 


Office of the Secretary 

[TA-W-865] 

BETHLEHEM STEEL CORPORATION'S 
LANMAN BOLT PLANT 

Certification Regarding Eligibility to Apply 
for Worker Adjustment Assistance 

In accordance with section 223 of the 
Trade Act ?f 1974 the Department of 
Labor herein presents the results of TA¬ 
W-865; investigation regarding certifica¬ 
tion of eligibility to apply for adjustment 
assistance as prescribed in section 222 of 
the Act. 

The investigation was initiated on 
April 30, 1976 in response to a worker 
petition received on that date which was 
filed by the United Steelworkers of 
America on behalf of workers and former 
workers producing industrial fasteners at 
the Bethlehem Steel Corporation's 
Lanman Bolt Plant, East Chicago, 
Indiana. 

The Notice of Investigation was pub¬ 
lished in the Federal Register on May 
25, 1976 (41 FR 21379). No public hear¬ 
ing was requested and none was held. 

The information upon which the deter¬ 
mination was made was obtained prin¬ 
cipally from officials of the Lanman Bolt 
Plant, its customers, the U.S. Depart¬ 
ment of Commerce, the U.S. Interna¬ 
tional Trade Commission, industry ana¬ 
lysts, and Department files. 

In order to make an affirmative deter¬ 
mination and issue a certification of 
eligibility to apply for adjustment assist¬ 
ance, each of the group eligibility re¬ 
quirements of section 222 of the Trade 
Act of 1974 must be met. 

(1) That a significant number or propor¬ 
tion of the workers In the workers’ firm, or 
appropriate subdivision thereof, have become 
totally or partiaUy separated, or are threat¬ 
ened to become totally or partially sepa¬ 
rated; 

(2) That sales or production, or both, of 
such firm or subdivision have decreased ab¬ 
solutely; 

(3) That articles like or directly competi¬ 
tive with those produced by the firm or 
subdivision are being Imported in Increased 
quantities, either actual or relative to do¬ 
mestic production; and 

(4) That such Increased Imports have con¬ 
tributed importantly to the separations, or 
threat thereof, and to the decrease in sales 
or production. 

The term ’’contributed importantly" means 
a cause which Is important but not neces¬ 
sarily more important than any other cause. 


The investigation has revealed that all 
four of the above criteria have been met. 

Significant total or partial separations . 
Employment of production workers at 
the Lanman Bolt Plant, East Chicago, 
Indiana of the Bethlehem Steel Corpora¬ 
tion decreased 30.9 percent in 1975 from 

1974 and declined 50.8 percent in the first 
quarter of 1976 compared to the first 
quarter of 1975. 

Employment of salaried workers de¬ 
creased 5.4 percent in 1975 from 1974 and 
decreased 2.8 percent in the first quarter 
of 1976 from the first quarter of 1975 

Sales or production , or both, have de¬ 
creased absolutely. Sales of industrial 
ferrous fasteners declined 35.8 percent in 

1975 from 1974 and decreased 56.3 per¬ 
cent in the first quarter of 1976 from the 
like period in 1975. 

Production at the East Chicago, Indi¬ 
ana plant decreased 25.3 percent in 1975 
from 1974 and declined 53.9 percent in 
the first quarter of 1976 from the first 
quarter of 1975. 

Increased imports. Domestic manufac¬ 
turers of standard ferrous fasteners have 
experienced a steady erosion of their 
market in recent years as a result of in¬ 
creased import competition. Imports of 
ferrous bolts and screws increased abso¬ 
lutely and relatively In each year from 
1971 through 1974. Although imports de¬ 
clined absolutely in 1975 from 1974, the 
ratio of imports to domestic consumption 
continued to rise in 1975 over 1974 for 
both products. From 1974 to 1975, the 
import to consumption ratio increa5ed 
from 17.1 percent to 17.9 percent for bolts 
and rose from 28.1 percent to 29.9 percent 
for screws. 

Contributed importantly. The evidence 
developed in the Department’s investiga¬ 
tion indicates that in recent years cus¬ 
tomers had reduced their purchases of 
standard fasteners from the Lanman 
Bolt Plant and had increased their pur¬ 
chases of imported bolts and screws. Cus¬ 
tomers stated that there was a significant 
price differential between domestically 
produced and foreign produced fasteners 

Conclusion. After careful review of the 
facts obtained in the investigation, I con¬ 
clude that increases of imports like or 
directly competitive with industrial 
fasteners produced at the Bethlehem 
Steel Corporation’s Lanman Bolt Plant. 
East Chicago, Indiana, contributed im¬ 
portantly to the total or partial separa¬ 
tion of the workers of that firm. In ac¬ 
cordance with the provision of the Trace 
Act of 1974, I make the following certi¬ 
fication: 

All workers at the Bethlehem Steel Cor¬ 
poration's Lanman Bolt Plant. East Chitag ; . 
Indiana, who became totally or partial I 
separated from employment on or 
April 15. 1976 are eligible to apply » 
Justment assistance under Title n, Cha. 

2 of the Trade Act of 1974. 

Signed at Washington, D.C. this Util 
day of August 1976. 

James D. Hoover. 

Acting Executive Assistant to the 
Deputy Under Secretary 

(FR Doc.76-24546 Filed 8-19-76; 8:45 am! 
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[TA-W-flGl) 

MODULUS CORP. 

Certification Regarding Eligibility To Apply 
for Worker Adjustment Assistance 

In accordance with section 223 of the 
Trade Act of 1974 the Department of 
Labor herein presents the results of 
A-W-861 : investigation regarding 

certification of eligibility to apply for 
orker adjustment assistance as pre- 
■ribed in section 222 of the Act. 

The investigation was initiated on 
April 30, 1976, in response to a worker 
petition received on that date which was 
Pled by the United Steelworkers of 
merica on behalf of workers and former 
workers producing metal fasteners at 
Modulus Corporation, Mt. Pleasant, 
Pennsylvania. 

The notice of investigation was pub- 
ii hed in the Federal Register on May 
21, 1976 (41 FR 20955). No public hear¬ 
ing was requested and none was held. 

The information upon which the de¬ 
termination was made was obtained 
principally from officials of Modulus 
Corporation, its customers, the Indus¬ 
trial Fastener Institute, the U.S. Depart¬ 
ment of Commerce, the U.S. Interna¬ 
tional Trade Commission, industry ana¬ 
lysts, and Department files. 

In order to make an affirmative de¬ 
termination and issue a certification of 
eligibility to apply for adjustment assist¬ 
ance, each of the group eligibility re¬ 
quirements of section 222 of the Trade 
Act of 1974 must be met: 

(1) That a significant number or propor¬ 
tion of the workers In the workers’ firm, or 
an appropriate subdivision thereof, have be¬ 
come totally or partially separated; 

(2) That sales or production, or both, of 
s.ich firm or subdivision have decreased 
absolutely; 

(3) That articles like or directly competi¬ 
tive with those produced by the firm or sub¬ 
division are being imported In Increased 
quantities, either actual or relative to do¬ 
mestic production: and 

(4) That such increased imports have con¬ 
tributed Importantly to the separations, or 
threat thereof, and to the decrease in sales 
or production. 

The term '‘contributed Importantly" 
means a cause which is important but not 
necc-sarUy more Important than any other 

cause. 


The investigation has revealed that all 
four of the above criteria have been met. 

Significant total or partial separations. 
Employment of production workers at 
the Mt. Pleasant plant of Modulus Cor¬ 
poration decreased 11 percent in 1975 
irom 1974 and decreased 27 percent in 
the first quarter of 1976 compared to 
the first quarter in 1975. 

Sales or production, or both, have de¬ 
creased absolutely. Production of metal 
f^ ten , e / s clecline <l 29 percent in 1975 
irom 1974 and declined 44 percent in the 
quarter of 1976 compared to the 
p f rl °d in 1975. After comprising 
nearly 60 percent of total output by the 
Plant in 1974. production of 
cent * astener s declined to 54.5 per- 

S 1^! ln 19 ?5 and 46.6 percent 
01 output in May 1976. 


Sales of metal fasteners declined 25 
percent in 1975 from 1974 and declined 
32 percent in the first quarter of 1976 
compared to the same period in 1975. 

Increased imports. Domestic manufac¬ 
turers of standard ferrous fasteners have 
experienced a steady erosion of their 
market in recent years as a result of in¬ 
creased import competition. Imports of 
ferrous bolts and nuts increased ab¬ 
solutely and relatively in each year from 
1971 through 1974. Although imp<*ts 
declined absolutely in 1975 from 1974, 
the ratio of imports to domestic con¬ 
sumption continued to rise in 1975 over 
1974 for both products. From 1974 to 
1975. the imports to consumption ratio 
increased from 17.1 percent to 17.9 per¬ 
cent for bolts and rose from 51.8 percent 
to 53.0 percent for nuts. 

Contributed importantly. Customers 
indicated that they purchase fasteners 
from distributors who deal in imported 
standard fasteners. A significant price 
differential exists between those fasten¬ 
ers offered by the distributors and those 
offered by domestic manufacturers. 

Conclusion. After careful review of the 
facts obtained in the investigation I 
conclude that increases of imports like 
or directly competitive with metal fas¬ 
teners produced by Modulus Corporation, 
Mt. Pleasant. Pennsylvania contributed 
importantly to the total or partial sepa¬ 
ration of the workers at that firm. In ac¬ 
cordance with the provisions of the Act, 
I make the following certification: 

All workers of Modulus Corporation, Mt. 
Pleasant, Pennsylvania who became totally 
or partially separated from employment on 
or after April 15, 1975 are eligible to apply 
for adjustment assistance under Title II, 
Chapter 2 of the Trade Act of 1974. 

Signed at Washington, D.C. this 11th 
day of August 1976. 

James D. Hoover, 

Acting Executive Assistant to 
the Deputy Under Secretary. 

[PR Doc.70 -24551 Piled 8-19-76:8:45 am| 


HONEY 
Study Report 

On June 29, 1976, the International 
Trade Commission determined that in¬ 
creased imports of honey are* a substan¬ 
tial cause of the threat of serious injury 
to the domestic industry for purposes of 
the import relief provisions of the Trade 
Act of 1974 (41 FR 27786). 

Section 224 of the Trade Act directs 
the Secretary of Labor to initiate an 
industry study whenever the ITC begins 
an investigation under the import relief 
provisions of the Act. The purpose of the 
study is to determine the number of 
workers in the domestic industry peti¬ 
tioning for relief who have been or are 
likely to be certified as eligible for ad¬ 
justment assistance and the extent to 
which existing programs can facilitate 
the adjustment of such workers to im¬ 
port competition. The Secretary is re¬ 
quired to make a report of this study to 
the President and also make the report 


public (with the exception of information 
which the Secretary determines to be 
confidential). 

The Department of Labor has con¬ 
cluded its report on honey. The report 
found as follows: 

1. Since April 3, 1975, the effective date 
of the adjustment assistance program, 
the Department of Labor has not re¬ 
ceived any petitions for certification of 
eligibility for adjustment assistance in¬ 
volving workers engaged in the produc¬ 
tion and/or processing of honey. Due to 
the high degree of seasonality in the 
commercial honey Industry, the great 
majority of honey production workers 
who may be displaced may be effectively 
excluded from trade readjustment and 
relocation allowances by the requirement 
in the Act that all eligible workers must 
have been employed at least 26 of the 
52 weeks immediately preceding their 
separations in adversely affected em¬ 
ployment with a single firm. 

2. The Labor Department survey of 
honey producers and processors did not 
reveal any concentrations of workers 
laid off by the industry. 

3. Only one of the firms responding 
to the survey appears to have a poten¬ 
tial for laying off a significant number of 
its workers over the next year. The firm, 
which is a processor located In Califor¬ 
nia, could lay off as many as 15 workers. 
The prospects for their re-employment 
are fair. 

4. The Comprehensive Employment 
and Training Act (CETA) programs in 
the areas where processing plants and 
apiaries are located appear to have suf¬ 
ficient funds to meet the needs of unem¬ 
ployed workers. However, many training 
programs have already exceeded ex¬ 
pected enrollment levels. The Employ¬ 
ment and Traning Administration 
through the State Employment Service 
has the authority to purchase additional 
training when CETA funds are not 
available. 

Copies of the Department report con¬ 
taining nonconfldential information de¬ 
veloped in the course of the 6-month 
investigation may be purchased by con¬ 
tacting the Office of Trade Adjustment 
Assistance, U.S. Department of Labor, 
200 Constitution Avenue, NW., Washing¬ 
ton, D.C. 20210 (phone 202-523-7665). 

Signed at Washington, D.C this 13th 
day of August 1976. 


Joel Segall, 
Deputy Under Secretary 
International Affairs . 
|FR Doc.76-24543 Filed 8-19-76; 8:45 amj 


[TA-W-8581 

NYANZA, INC. 

Certification Regarding Eligibility to Apply 
for Worker Adjustment Assistance 

In accordance with section 223 of the 
Trade Act of 1974 the Department of 
Labor herein prsents the results of TA¬ 
W-858: investigation regarding certifi¬ 
cation of eligibility to apply for worker 
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adjustment assistance as prescribed in 
section 222 of the Act. 

The investigation was initiated on 
February 16, 1976 in response to a work¬ 
er petition received on February 16, 1976 
which was filed by the United Steel¬ 
workers of America on behalf of workers 
and former workers producing dyes and 
intermediates at Nyanza, Incorporated, 
Ashland, Massachusetts. 

The notice of investigation was pub¬ 
lished in the Federal Register on May 
21, 1976 (41 FR 20956), as amended on 
August 3, 1976 by 41 FR 32492. No public 
hearing was requested and none was 
held. 

The information upon which the de¬ 
termination was made was obtained 
principally from officials of the Nyanza, 
Inc., its customers, the United Steel¬ 
workers of America, the U.S. Interna¬ 
tional Trade Conlmission, the U.S. De¬ 
partment of Commerce, industry ana¬ 
lysts, and Department files. 

In order to make an affirmative de¬ 
termination and issue a certification of 
eligibility to apply for adjustment as¬ 
sistance, each of the group eligibility re¬ 
quirements of Section 222 of the Trade 
Act of 1974 must be met: 

<1) That a significant number or pro¬ 
portion of the workers in such workers* 
firm, or an appropriate subdivision 
thereof, have become totally or partially 
separated, or are threatened to become 
totally or partially separated: 

(2) That sales or production, or both, 
of such firm or subdivision have de¬ 
creased absolutely; 

(3) That articles like or directly com¬ 
petitive with those produced by the firm 
or subdivision are being imported in in¬ 
creased quantities, either actual or rela¬ 
tive to domestic production; and 

(4) That such increased imports have 
contributed importantly to the separa¬ 
tions, or threat thereof, and to the de¬ 
crease in sales or production. 

The term “contributed importantly’* 
means a cause which is important but 
not necessarily more important than any 
other cause. 

The investigation has revealed that all 
the criteria have been met. 

Significant total or partial separations. 
The average number of workers at the 
Ashland plant decreased 47.95 percent in 
1974 compared to 1973 and decreased 
52.36 percent in 1975 compared to 1974. 

Sales or production, or both, have de¬ 
creased absolutely. Production of dyes 
and intermediates at the Ashland plant 
decreased 73.00 percent in 1975 compared 
to 1974 and decreased 23.25 percent in 
the first quarter of 1976 compared to the 
same period of 1975. 

Increased imports. When compared to 
each preceding year, U.S. imports of acid 
dyes, in terms of quantity, increased in 
1972, decreased in 1973, increased in 1974 
and remained the same at 3.4 million 
pounds in 1975. The ratios of imports to 
domestic production increased from 13.9 
percent in 1974 to 15.9 percent in 1975. 

When compared to each preceding 
year, U.S. imports of direct dyes, in terms 
of quantity, decreased in 1972, 1973, 1974 


and remained the same at .7 million 
pounds in 1975. The ratios of imports to 
domestic production increased from 2.2 
percent in 1974 to 2.4 percent in 1975. 

Contributed importantly. The Depart¬ 
ment’s investigation indicated that cus¬ 
tomers have increased purchases of im¬ 
ported dyes and have decreased pur¬ 
chases from Nyanza. 

Conclusion. After careful review of the 
facts obtained in the investigation, I 
conclude that increases of imports like 
or directly competitive with dyes and in¬ 
termediates produced by the Ashland, 
Massachusetts plant of Nyanza, Incor¬ 
porated, contributed importantly to the 
total or partial separation of the workers 
of that plant. In accordance with the 
provisions of the Act, I make the follow¬ 
ing certification: 

All workers at the Ashland, Massachusetts 
plant of Nyanza, Incorporated who became 
totally or partially separated from employ¬ 
ment on or after January 16. 1975 are eligible 
to apply for adjustment assistance under Ti¬ 
tle II, Chapter 2 of the Trade Act of 1974. 

Signed at Washington, D.C. this 12th 
day of August 1976. 

James D. Hoover, 

Acting Executive Assistant to 
the Deputy Under Secretary. 

[FR Doc.76-24547 Filed 8-19-76;8:45 am] 


[TA-W-915] 

RICHMOND SCREW ANCHOR CO. 

Notice of Negative Determination Regard¬ 
ing Eligibility to Apply for Worker Ad¬ 
justment Assistance 

In accordance with section 223 Of the 
Trade Act of 1974 the Department of 
Labor herein presents the results of TA¬ 
W-915: investigation regarding certifica¬ 
tion of eligibility to apply for worker ad¬ 
justment assistance as prescribed in sec¬ 
tion 222 of the Act. 

The investigation was initiated on 
May 28, 1976 in response to a worker 
petition received on May 28, 1976 which 
was filed by the United Steelworkers of 
America on behalf of workers and former 
workers producing tying devices, anchor¬ 
ages, inserts, and accessories at the Tre- 
mont, Pennsylvania plant of Richmond 
Screw Anchor Company. 

The notice of investigation was pub¬ 
lished in the Federal Register on June 
25,1976 (41 FR 26299). No public hearing 
was requested and none was held. 

The information upon which the de¬ 
termination was made was obtained 
principally from officials of Richmond 
Screw Anchor Company, its competitors, 
the U.S. Department of Commerce, the 
U.S. International Trade Commission, 
industry analysts and Department files. 

In order to make an affirmative deter¬ 
mination and issue a certification of 
eligibility to apply for adjustment assist¬ 
ance, each of the group eligibility re¬ 
quirements of Section 222 of the Trade 
Act of 1974 must be met: 

(1) That a significant number or pro¬ 
portion of the workers in the workers’ 
firm, or an appropriate subdivision 


thereof, have become totally or par¬ 
tially separated, or are threatened to be¬ 
come totally or partially separated; 

(2) That sales or production, or both, 
of such firm or subdivision have de¬ 
creased absolutely: 

(3) That articles like or directly com¬ 
petitive with those produced by the firm 
or subdivision are being imported in in¬ 
creased quantities, either actual or rela¬ 
tive to ddmestic production; and 

(4) That such increased imports have 
contributed importantly to the separa¬ 
tions, or threat thereof, and to the de¬ 
crease in sales or production. 

The term “contributed importantly’’ 
means a cause which is important but not 
necessarily more important than any 
other cause. 

The investigation has revealed that 
without regard to whether any of the 
other criteria have been met, criteria (3) 
has not been met. 

The Richmond Screw Anchor Com¬ 
pany, Tremont, Pennsylvania produces 
tying devices, anchorages, inserts and 
accessories. All of the products produced 
at the Tremont plant are used in various 
stages of concrete construction. 

The evidence developed during the De¬ 
partment’s investigation reveals that 
there are no identifiable import statis¬ 
tics in the Tariff Schedules of the United 
States on tying devices, anchorages, in¬ 
serts, and accessories like or directly com¬ 
petitive with those produced at the Tre¬ 
mont, Pennsylvania plant of Richmond 
Screw Anchor Company. Furthermore, 
domestic firms producing tying devices, 
anchorages, inserts and accessories do 
not believe this business is subject to any 
import influence. The market for pro¬ 
ducts similar to those manufactured by 
Richmond Screw Anchor Company is a 
specialized one and is not of sufficient 
size and concentration to warrant import 
competition. „.. 

Conclusion. After careful review of the 
facts obtained in the investigation. I con¬ 
clude that increases of imports of arti¬ 
cles like or directly competitive with ty¬ 
ing devices, achorages, inserts, and ac¬ 
cessories produced at the Tremon', 
Pennsylvania plant of Richmond Screw 
Anchor Company did not contribute im¬ 
portantly to the total or partial separa¬ 
tions of the workers at such plant as re¬ 
quired in Section 222 of the Trade Ac- 
of 1974. 

Signed at Washington, D.C. this 11th 
day of August 1976. 

James D. Hoover. 

Acting Executive Assistant to 
the Deputy Under Secretary. 

| FR Doc.76-24552 Filed 8-19-76:8:45 amj 


[TA-W-893] 

ITANIUM PIGMENTS DIVISION, N. L. 
INDUSTRIES, INC. 

tice of Negative Determination Regard- 

ng Eligibility To Apply for Workers Ad- 
ustment Assistance 

[n accordance with section 223 of_ the 
ade Act of 1974 the Department ox 
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Labor herein presents the results of TA¬ 
W-693: investigation regarding certifi¬ 
cation of eligibility to apply for worker 
adjustment assistance as prescribed in 
Section 222 of the Act. 

The investigation was initiated on 
May 19, 1976 in response to a worker 
petition received on May 19, 1976 which 
was filed by the Chemical Workers Basic 
Union on behalf of workers and former 
workers producing titanium dioxide pig¬ 
ment at the St. Louis, Missouri plant of 
the Titanium Pigments Division of N. L. 
Industries, New York, New York. 

The notice of investigation was pub¬ 
lished in the Federal Register on June 
15. 1976 (41 FR 24234). No public hear¬ 
ing was requested and none was held. 

The information upon which the de¬ 
termination was made was obtained 
principally from officials of N. L. Indus¬ 
tries, its customers, the U.S. Department 
of Commerce, the U.S. International 
Trade Commission, industry analysts 
and Department files. 

In order to make an affirmative deter¬ 
mination and issue a certification of eligi¬ 
bility to apply for adjustment assistance, 
each of the group eligibility require¬ 
ments of Section 222 of the Trade Act 
of 1974 must be met: 

(1) That a significant number or pro¬ 
portion of the workers in the workers* 
firm, or an appropriate subdivision there¬ 
of. have become totally or partially sep¬ 
arated, or are threatened to become 
totally or partially separated; 

(2) That sales or production, or both, 
of such firm or subdivision have de¬ 
creased absolutely; 

<3) That articles like or directly com¬ 
petitive with those produced by the firm 
or subdivision are being imported in in¬ 
creased quantities, either actual or rela¬ 
tive to domestic production; and 

(4 > That such increased imports have 
contributed importantly to the separa¬ 
tions, or threat thereof, and to the de¬ 
crease in sales or production. 

The term “contributed importantly" 
means a cause which is important but 
not necessarily more important than any 
other cause. 


Without regard to whether any of the 
other criteria have been met, criteria two 
L ’ and four (4) have not been met. 

U.S. imports of titanium dioxide pig¬ 
ment declined in each year from 1972 
through 1975. U.S. imports of titanium 
dioxide pigment were 86,379 tons in 1972 
declining to 60,419 tons and 34,996 tons, 
respectively, in 1973 and 1974. Imports 
declined to 26,506 tons in 1975. U.S. im¬ 
ports of titanium dioxide pigment in¬ 
creased from 4,057 tons in the first 
Quarter of 1975 to 10,698 tons in the first 
Quarter of 1976. 


The ratio of Imports of titanium 
, P1 £ mei it to domestic production < 
enned from 12.0 percent in 1972 to 
Percent In 1973. The ratio of Imports 
Production declined to 4.4 p 
7_“! l *2 4 and remained at 4.4 perci 
ra ^° of imports to dorne^ 
« c 4° n * ncrea sed from 3.1 percent 
in tvfi rst quarter of 1975 to 5.7 perc< 
m the same quarter of 1976. 


The ratio of imports to titanium di¬ 
oxide pigment to consumption was 10.9 
percent in 1972. The ratio of imports to 
consumption declined to 7.4 percent and 
4.4 percent, respectively in 1973 and 1974. 
The ratio of imports to consumption de¬ 
clined to 4.3 percent in 1975. The ratio of 
imports to consumption increased from 
3.2 percent in the first quarter of 1975 
to 5.6 percent in the sama quarter in 
1976. 

Company sales and production in¬ 
creased 38.8 and 71.0 percent, respective¬ 
ly in the first quarter of 1976 compared 
to the preceding quarter. First quarter 
1976 sales increased over first quarter 
1975 sales by 71.7 percent. 

Company employment of production 
workers increased 76.7 percent in the 
first quarter of 1976 compared to the pre¬ 
ceding quarter. 

A survey of customers purchasing ti¬ 
tanium dioxide pigment produced at the 
St. Louis, Missouri plant indicated that 
none of these customers purchased ti¬ 
tanium dioxide pigment in significant 
amounts from foreign sources. 

Conclusion. After careful review of 
the facts obtained in the investigation, 
I conclude that increased imports of 
titanium dioxide pigment have not con¬ 
tributed importantly to the total or par¬ 
tial separation of workers at Titanium 
Pigments Division, NX. Industries. Inc. 
as required in Section 222 of the Trade 
Act of 1974. 

Signed at Washington, D.C. this 12th 
day of August 1976. 

James D. Hoover, 

Acting Executive Assistant to 
the Deputy Under Secretary. 

[FR DOC.7G 24548 Filed 8-19-76;8:45 am] 


[TA-W-881 ] 

THE TORRINGTON CO. 

Notice of Negative Determination Regard¬ 
ing Eligibility To Apply for Workers Ad¬ 
justment Ass'stnnce 

In accordance with section 223 of the 
Trade Act of 1974 the Department of 
Labor herein presents the results of 
TA-W-881: investigation regarding cer¬ 
tification of eligibility to apply for 
worker adjustment assistance as pre¬ 
scribed in section 222 of the Act. 

The investigation was initiated on May 
19. 1976 in response to a worker petition 
received on May 19, 1976 which was filed 
by three workers on behalf of workers 
and former workers producing anti¬ 
friction roller bearings at the Broad 
Street plant of the The Torrington 
Company, Torrington. Connecticut. The 
Department’s investigation revealed 
that production at the Broad Street plant 
consists of only the roller components 
utilized in the'roller bearings produced 
by The Torrington Company. 

The Notice of Investigation was pub¬ 
lished in the Federal Register on June 
11,1976 (41 FR 23821). No public hearing 
was requested and none was held. 

The information upon which the de¬ 
termination was made was obtained prin¬ 


cipally from officials of The Torrington 
Company and its customers, the U.S. 
Department of Commerce, the Interna¬ 
tional Trade Commission, industry ana¬ 
lysts and Department files. 

In order to make an affirmative deter¬ 
mination and issue a certification of 
eligibility to apply for adjustment as¬ 
sistance, each of the group eligibility re¬ 
quirements of Section 222 of the Trade 
Act of 1974 must be met; 

(1) That a significant number or propor¬ 
tion of the workers In the workers’ firm, or 
an appropriate subdivision thereof, have 
become totally or partially separated, or are 
threatened to become totally or partially sep¬ 
arated; 

(2) That sales or production, or both, of 
such firm or subdivision have decreased abso¬ 
lutely; 

(3) That articles like or directly competi¬ 
tive with those produced by the firm or sub¬ 
division are being Imported in increased 
quantities, either actual or relative to domes¬ 
tic production; and 

(4) That such increased Imports have con¬ 
tributed importantly to the separations, or 
threat thereof, and to the decrease In sales 
or production. 

The term “contributed Importantly” means 
a cause which Is Important but not neces¬ 
sarily more Important than any other cause. 

The investigation has revealed that 
although the first three criteria have 
been met, the fourth criterion has not 
been met. 

Significant total or partial separa- 
tions. The average number of production 
workers at the B;oad Street plant in¬ 
creased 8 6 percent in 1974 compared to 
1973. decreased 12.0 percent in 1975 com¬ 
pared with 1974 ard has decreased 2.8 
percent in the first quarter of 1976 com¬ 
pared with the first quarter of 1975. 

Sales or production , or both , have de¬ 
creased absolutely. Sales of anti-fric¬ 
tion bearings in terms of value by The 
Torrington Company increased 11.3 per¬ 
cent in 1974 compared with 1973, de¬ 
creased 10.1 percent in 1975 compared 
with 1974 and have increased 18.0 per¬ 
cent in the first quarter of 1976 com¬ 
pared with the first quarter of 1976. 

Production of the anti-friction bear¬ 
ing roller components at the Broad 
Street plant increased 8.9 percent in 
terms of value in 1974 compared with 
1973, decreased 10.7 percent in 1975 com¬ 
pared with 1974 and has increased 31.9 
percent in the first quarter of 1976 com¬ 
pared with the first quarter of 1975. 

Increased imports. Imports of anti¬ 
friction roller bearings, other than ta¬ 
pered, in terms of value increased 58.5 
percent in 1972 compared with 1971, in¬ 
creased 16.1 percent in 1973 compared 
with 1972, increased 72.3 percent in 1974 
compared with 1973 and increased 20.5 
percent in 1975 compared with 1974. The 
ratios of imports to domestic produc¬ 
tion and consumption increased from 8.6 
percent and 8.7 percent, respectively, in 
1974 to 9.9 percent and 9.9 percent, re¬ 
spectively, in 1975. 

Contributed importantly . The Tor¬ 
rington Company imports no roller bear¬ 
ing rollers and Company roller bearing 
imports have averaged less than 1.5 per¬ 
cent of total sales since 1973. 
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None of the customers surveyed have 
shifted purchases of roller bearings from 
Torrington to foreign sources. Reduc¬ 
tions in purchases of roller bearings by 
automobile and automotive component 
parts manufacturers from Torrington 
and other domestic bearings manufac¬ 
turers were in response to slumping au¬ 
tomobile sales and production in 1975. 
Reductions in bearings purchases by 
non-automotive customers were made in 
response to adverse domestic business 
conditions. Imports were not a factor. 

Conclusion . After careful review of 
the facts obtained in the investigation. I 
conclude that increases of imports like 
or directly competitive with anti-friction 
roller bearing rollers produced at the 
Broad Street plant of The Torrington 
Company located in Torrington, Con¬ 
necticut did not contribute importantly 
to the total or partial separation of the 
workers at such plant. 

Signed at Washington, D.C. this 11th 
day of August 1976. 

James D. Hoover, 

Acting Executive Assistant to 
the Deputy Under Secretary. 

(FR Doc.76-24jj45 Filed 8-19-78:8:45 ami 
ITA-W-8981 

UNITED TOOL & DIE, INC. 

Notice of Negative Determination Regard¬ 
ing Eligibility To Apply for Worker Ad¬ 
justment Assistance 

In accordance with section 223 of the 
Trade Act of 1974 the Department of 
Labor herein presents the results of 
TA-W-898: investigation regarding cer¬ 
tification of eligibility to apply for ad¬ 
justment assistance as prescribed in sec¬ 
tion 222 of the Act. 

The investigation was initiated on May 
27, 1976 in response to a worker petition 
received on that date which was filed by 
the United Steelworkers of America on 
behalf of workers and former workers 
producing tools, dies, jigs, and fixtures at 
United Tool & Die, Inc.. Salem. Ohio. 

The notice of investigation was pub¬ 
lished in the Federal Register on June 
18, 1976 (41 FR 24803). No public hear¬ 
ing was requested and none was held. 

The information upon which the de¬ 
termination was made was obtained 
principally from officials of United Tool 
& Die. Inc., its customers, the Depart¬ 
ment of Commerce, the International 
Trade Commission, industry analysts 
and Department files. 

In order to make an affirmative deter¬ 
mination and issue a certification of eli¬ 
gibility to apply for adjustment assist¬ 
ance, each of the group eligibility re¬ 
quirements of section 222 of the Trade 
Act of 1974 must be met: 

(1) That a significant number or 
proportion of the workers in the workers’ 
firm, or an appropriate subdivision there¬ 
of, have become totally or partially sep¬ 
arated, or are threatened to become totally 
or partially separated; 


(2) That sales or production, or both, 
of such firm or subdivision have decreased 
absolutely; 

(3) That articles like or directly com¬ 
petitive with those produced by the firm 
or subdivision are being imported in in¬ 
creased quantities, either actual or rela¬ 
tive to domestic production; and 

(4) That such increased imports have 
contributed importantly to the separations, 
or threat thereof, and to the decrease in 
sales or production. 

The term "contributed importantly" 
means a cause which is Important but hot 
necessarily more important than any other 
cause. 

The investigation has revealed that 
although the first three criteria have 
been met, the fourth criterion has not 
been met. 

Significant total or partial separation. 
Employment at United Tool and Die de¬ 
clined 32 percent in 1975 compared to 
1974, and by 52 percent in the first 5 
months of 1976 compared to the same 
period of 1975. United Tool & Die closed 
on May 30. 1976. 

Sales or production, or both , have de¬ 
creased absolutely. Production of tools, 
dies, jigs and fixtures at United Tool & 
Die. Inc., decreased 30 percent in 1975 
compared to 1974 and 53 percent in the 
first 5 months of 1976 compared to the 
same period of 1975, and ceased alto¬ 
gether with the closure of the plant in 
May 1976. 

Increased imports. U.S. imports of 
tools, dies, jigs and fixtures increased 
botli absolutely and relative to domestic 
production each year from 1971 to 1974. 
The value of imports of these items de¬ 
creased from $30.1 million in 1974 to $29.8 
millionjn 1975, and from $8.8 million in 
the first quarter of 1975 to $6.2 million 
in the first quarter of 1976. Relatively, 
imports increased from 1.18 percent of 
domestic production in 1974 to 1.69 per¬ 
cent in 1975. 

The estimated value of imports of tools, 
dies, jigs and fixtures similar to the type 
manufactured by United Tool & Die. Inc., 
in no year from 1971 through 1975 repre¬ 
sented more than 2 percent of domestic 
production and consumption. 

Contributed importantly. Evidence de¬ 
veloped in the Department’s investiga¬ 
tion revealed that customers of United 
Tool & Die, Inc., who decreased purchases 
did so primarily due to the adverse ef¬ 
fects of the downturn in the economy in 
general, and the auto industry in partic¬ 
ular, and the auto industry's increasing 
use of captive, in-house tool and die 
shops. Any decrease in purchases from 
United Tool & Die, Inc., in fiscal 1976 by 
customers who did shift to foreign 
sources represented only a minor amount 
of fiscal 1976 sales. 

Conclusion. After careful review of the 
facts obtained in the investigation. I con¬ 
clude that increases in imports of tooli^ 
dies, jigs and fixtures like or directly 
competitive with those produced by 
United Tool & Die, Inc., Salem, Ohio did 
not contribute importantly to the total or 
partial separations of the workers of that 
firm. 


Signed at Washington, D.C., this 12th 
day of Augst 1976. 

James D. Hoover, 
Acting Executive Assistant to 
the Deputy Under Secretary. 
[FR Doc.76 24550 Filed 8-19-76;8:45 am) 


|TA-W-910| 

WILKINSON AND SON, INC. 

Notice of Negative Determination Regard¬ 
ing Eligibility to Apply for Worker Adjust¬ 
ment Assistance 

In accordance with section 223 of the 
Trade Act of 1974 the Department of 
Labor herein presents the results of 
TA-W-910: investigation regarding cer 
tification of eligibility to apply for worker 
adjustment assistance as prescribed in 
section 222 of the Act. 

The investigation was initiated on 
May 28,1976 in response to a worker peti¬ 
tion received on that date which was filed 
on behalf of workers and former workers 
who fabricate and install marble for 
Wilkinson and Son, Incorporated, Somer¬ 
ville, New Jersey. 

Tlip noitce of investigation was pub¬ 
lished^ in the Federal Register on 
June 25, 1976 <41 FR 26298). No public 
hearing was requested and none was held. 

The information upon which the deter¬ 
mination was made was obtained prin¬ 
cipally from company officials of Wilkin¬ 
son and Son, Incorporated, and Depart¬ 
ment files. 

In order to make an affirmative deter¬ 
mination and issue a certification of 
eligibility to apply for adjustment assist¬ 
ance, each of the group eligibility re¬ 
quirements of section 222 of the Trade 
Act of 1974 must be met: 

(1) That a significant number or pro¬ 
portion of the workers in such workers 
firm or an appropriate subdivision of 
the firm have become totally or partially 
separated, or are threatened to become 
totally or partially separated; 

(2) That sales or production, or both, 
of such firm or subdivision have de¬ 
creased absolutely; 

(3) That articles like or directly com¬ 
petitive with those produced by the firm 
or subdivision are being imported in in¬ 
creased quantities, either actual or rela¬ 
tive to domestic production: and 

(4) That such increased imports have 

contributed importantly to the separa¬ 
tions, or threat thereof, and to the oe- 
crease in sales or production. H 

The term “contributed importantly 
means a cause which is important but not 
necessarily more important than any 
other cause. 

Without regard to whether any of the 
other criteria have been met, criteria 
(1) and (4) have not been met. 

The Department’s investigation re- 
vealedjhat Wilkinson and Son. Incorpo¬ 
rated, in Somerville, New Jersey, is - 
subcontractor engaged in procuring and 
installing stone materials for construc¬ 
tion projects in the New York-New Jer- 
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sey metropolitan area. Wilkinson handles 
ceramic tile, brick paving, exposed ag¬ 
gregate systems, terrazzo, marble, gran¬ 
ite, lathing, plastering, and spray fire¬ 
proofing services. 

The only production facility operated 
by Wilkinson is a marble shop in Somer¬ 
ville, New Jersey. The shop is designed 
to handle small projects which do not 
require special machinery. The marble 
fabricated at the Somerville shop ac¬ 
counted for about two or three percent 
of Wilkinson’s total volume of business 
in the last year. 

Fabricated marble for large projects is 
purchased from larger marble shops in 
the U.S. or abroad. Company imports 
consist of rough marble, for fabrication 
at the Somerville shop, and of finished 
marble, for installation at the job site. 

Wilkinson employs members of the 
Marble Workers Union either to fabricate 
marble at the Somerville shop or to in¬ 
stall finished marble at job sites in the 
New York-New Jersey metropolitan area. 
In the last year there have been no lay¬ 
offs due to lack of w r ork at the marble 
shop, as required under Section 222(1) 
of the Act. Furthermore, evidence from 
past adjustment assistance cases involv¬ 
ing marble firms in the New York City 
area indicates that since June 1975 
marble installers have been allowed 
under a new union rule to install im¬ 
ported marble. Marble installers work¬ 
ing for Wilkinson have not been ad¬ 
versely affected by increased imports of 
marble as required under Section 222(4) 
of the Act. 

Conclusion. After careful review of the 
facts obtained in the investigation, I 
conclude that increases of imports like 
or directly competitive with the marble 
fabricated at the Somerville plant of 
Wilkinson and Son, Incorporated. 
Somerville, New Jersey, did not con¬ 
tribute importantly to the total or partial 
separations of the workers at such plant. 

Signed at Washington, D.C. this 12th 
day of August 1976. 


James D. Hoover, 

Acting Executive Assistant to 
the Deputy Under Secretary. 
(PR Doc.76-24549 Filed 8-19-76:8:45 ami 

INTERSTATE COMMERCE 
COMMISSION 

I Notice No. 1231 

assignment of hearings 

August 17,1976. 

Cases assigned for hearing, postpone¬ 
ment. cancellation or oral argument ap¬ 
pear below and will be published only 
once. This list contains prospective 
assignments only and does not include 
cases previously assigned hearing dates. 

ie hearings will be on the issues as 
£f re ?u ntly reflecte <* in the Official Docket 
nL? G 4 . Commission * An attempt will be 
ade to publish notices of cancellation of 
SSTr? ** Promptly as possible, but in- 
* parties should take appropriate 
o a.^P sure that they are notified of 
janceuation or postponements of hear- 
8 ° in which they are interested. 


MC 97310 (Sub-No. 20), Sharron Motor Lines, 
Inc., now assigned September 13, 1976 at 
Montgomery, Alabama; wUl be held In 
Room 816 Aronov Building, 474 South 
Court Street. 

MC-C-8733, Cango Corporation McNair 
Transport, Inc., Robertson Tank Lines, Inc., 
Chemical Le&man Tank Lines, Inc., Groen- 
dyke Transport Inc., and Western Com¬ 
mercial Transport Inc.—Investigation and 
Revocation of Certificates, now assigned 
September 21, 1976 at Dallas, Texas; will be 
held in Room 6A15-17 Federal Building, 
1100 Commerce Street. 

MC 19227 (Sub-No. 224), Leonard Bros. 
Trucking Co., Inc., now assigned Septem¬ 
ber 24, 1976 at Dallas. Texas; will be held 
in Room 5A15-17 Federal Building, 1100 
Commerce Street. 

MC 111729 (Sub-No. 565), Purolator Courier 
Corp., now assigned September 27, 1976 at 
New Orleans, La.; will be held in East 
Courtroom, Room 223, U.S. Court of Ap¬ 
peals, 600 Camp Street. 

MC 2860 (Sub-No. 150), National Freight. 
Inc., now assigned September 28, 1976, at 
Atlanta. Georgia; wUl be held in Room 
306, 1252 W. Peachtree Street, N.W. 

MC 119789 (Sub-No. 270), Caravan Re¬ 
frigerated Cargo, Inc., now assigned Sep¬ 
tember 30, 1976 at Atlanta, Georgia; will 
be held In Room 305, 1252 West Peachtree 
Street, N.W. 

MC 106674 (Sub-No. 176), Schilli Motor Lines. 
Inc., now assigned October 1, 1976 at 
Atlanta, Georgia; will be held In Room 
305, 1252 West Peachtree Street, N.W. 

MC 107515 (Sub-No. 1002), Refrigerated 
Transport Co., Inc., now assigned October 
4, 1976 at Atlanta, Georgia; will be held 
in Room 305, 1252 West Peachtree Street, 
N.W. 

MC 29748 (Sub-No. 4), Direct Transport. Inc., 
now assigned September 28,1976 at Raleigh, 
North Carolina; wlU be held in Room 209, 
Federal Budding, 310 New Bern Avenue. 

MC 123407 (Sub 298), Sawyer Transport, Inc., 
now being assigned September 27, 1976 at 
the Offices of the Interstate Commerce 
Commission in Washington, D.C. 

Robert L. Oswald, 
Secretary. 

[FR Doc. 76-24495; Filed 9-18-76; 8:45 ami 


[AB 103 (Sub-No. 1) 1 

KANSAS CITY SOUTHERN RAILWAY COM¬ 
PANY ABANDONMENT IN LAKES 
CHARLES, CALCASIEU PARISH, LOUI¬ 
SIANA 

August 9,1976. 

The Interstate Commerce Commission 
hereby gives notice that its Environmen¬ 
tal Affairs Staff has concluded that the 
proposed abandonment by the Kansas 
City Southern Railway Company (KCS) 
of its line of railroad in Lake Charles 
and West Lake, La., if approved by the 
Commission, does not constitute a major 
Federal action significantly affecting the 
quality of the human environment within 
the meaning of the National Environ¬ 
mental Policy Act of 1969 (NEPA), 42 
U.S.C. §§ 4321, et seq.. and that prepara¬ 
tion of a detailed environmental impact 
statement will not be required under sec¬ 
tion 4332(2) (C) Of the NEPA. 

It was concluded, among other things, 
that almost all of the traffic on the line is 
bridge traffic which would be rerouted 
over the nearby Southern Pacific line. 
Diversion of remaining traffic should re¬ 


sult in only minimal increases in energy 
consumption, air pollution, and noise 
levels. Furthermore KCS has stated Its 
intention to build connecting tracks to 
the SP so that the non-bridge traffic will 
continue to have direct rail access. There 
are no indications of developmental ac¬ 
tivities which relate to the line, and, 
therefore, the abandonment is not ex¬ 
pected to have a serious adverse impact 
upon community development. 

This conclusion is contained in a staff- 
prepared environmental threshold as¬ 
sessment survey, which is available on 
request to the Interstate Commerce Com¬ 
mission, Office of Proceedings, Washing¬ 
ton, D.C. 20423; telephone 202-275-7011. 

Interested persons may comment on 
this matter by filing their, statements in 
w T riting with the Interstate Commerce 
Commission, Washington, D.C. 20423, on 
or before September 17,1976. 

It should be emphasized that the en¬ 
vironmental threshold assessment sur¬ 
vey represents an evaluation of the en¬ 
vironmental issues in the proceeding and 
does not purport to resolve the issue of 
whether the present or future public 
convenience and necessity permit dis¬ 
continuance of the line proposed for 
abandonment. Consequently comments, 
on the environmental study should be 
limited to discussion of the presence or 
absence of environmental Impacts and 
reasonable alternatives. 

Robert L. Oswald, 
Secretary. 

(FR Doc.76-24496 Filed 8-19-76:8:45 ami 


(Notice No. 106] 

MOTOR CARRIER TEMPORARY 
AUTHORITY APPLICATIONS 

August 16,1976. 

Important Notice: The following are 
notices of filing of applications for tem¬ 
porary authority under Section 210a(a> 
of the Interstate Commerce Act provided 
for under the provisions of 49 CFR 
§ 1131.3. These rules provide that an 
original and six (6) copies of protests to 
an application may be filed with the 
field official named in the Federal Reg¬ 
ister publication no later than the 15th 
calendar day after the date the notice 
of the filing of the application is pub¬ 
lished in the Federal Register. One copy 
of the protest must be served on the 
applicant, or its authorized representa¬ 
tive, if any, and the protestant must 
certify that such service has been made. 
The protest must identify the operating 
authority upon which it is predicated, 
specifying the “MC” docket and “Sub” 
number and quoting the particular por¬ 
tion of authority upon which it relies. 
Also, the protestant shall specify the 
service it can and will provide and the 
amount and type of equipment it will 
make available for use in connection 
with the service contemplated by the 
TA application. The weight accorded a 
protest shall be governed by the com¬ 
pleteness and pertinence of the Pro¬ 
testant's information. 

Except as otherwise specifically noted, 
each applicant states that there will be 
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no significant effect on the quality of 
the human environment resulting from 
approval of its application. 

A copy of the application is on file, and 
can be examined at the Office of the 
Secretary, Interstate Commerce Com¬ 
mission. Washington, D C., and also in 
the I.C.C. Field Office to which protests 
are to be transmitted. 

Motor Carriers of Property 

No. MC 37327 (Sub-No. 7TA), filed 
August 9. 1976. Applicant: PENN EM¬ 
PIRE TRANSPORT, INC., P.O. Box 517, 
Livongston Ave., Jamestown, *LY. 14701. 
Applicant’s representative: Ronald W. 
Malin, Bankers Trust Bldg., Jamestown, 
N.Y. 14701. Authority sought to operate 
as a co77imon carrier, by motor vehicle, 
over irregular routes, transporting: 
Voting machines, uncrated and voting 
machine accessories, between Jamestown, 
N.Y., on the one hand, and, on the other, 
points in Connecticut. Massachusetts, 
Rhode Island, New Jersey, Pennsylvania, 
Delaware, Maryland, Virginia, New York, 
West Virginia, and the District of Co¬ 
lumbia, for 183 days. Applicant has also 
filed an underlying ETA seeking up to 90 
days of operating authority. Supporting 
shipper: AVM Corporation, 15 W. Second 
St., Jamestown. NY. 1*7'L rend pro¬ 
tests to: George M. Parker, District 
Supervisor, Room 910, 111 West Huron 
St., Buffalo, N.Y. 14202. 

No. MC 47710 (Sub-No. 2TA). filed 
August 9. 1976. Applicant: G.J.R., INC., 
7390 Harrison Pike, Cincinnati, Ohio 
45247. Applicant's representative: Gor¬ 
don J. Rahschulte (same address as ap¬ 
plicant). Authority sought to operate as 
a common carrier . by motor vehicle, over 
irregular routes, transporting: Sand and 
gravel or crushed stone, in bulk, in dump 
trucks, from the plant facilities of 
American Materials Corn., located at or 
near Harrison, Ohio, to Dearborn Coun¬ 
ty Ready-Mix Plant at or near Green- 
dale, Ind., for 180 days. Aoplicant has 
also filed an underlying ETA seeking up 
to 90 days of operating authority. Sup¬ 
porting shipper: James L. Luegers, As¬ 
sistant District Manager, American 
Materials Corp., P.O. Box 213. Harrison, 
Ohio. Send protests to: Paul J. Lowry, 
District Supervisor. Interstate Commerce 
Commission, Bureau of Operations. 5514- 
B Federal Bldg., 550 Main St., Cincin¬ 
nati, Ohio 45202. 

No. MC 106398 (Sub-No. 748TA), filed 
August 9, 1976. Applicant: NATIONAL 
TRAILER CONVOY, INC., 525 S. Main, 
P.O. Box 3329, Tulsa, Okla. 74101. Appli¬ 
cant’s representative: Irvin Tull (same 
address as applicant). Authority sought 
to operate as a common carrier, by motor 
vehicle, over irregular routes, transport¬ 
ing: Fiberglass reinforced plywood 
panels, from Washington Court House, 
Ohio, to points in North Carolina and 
Missouri, for 180 days. Applicant has also 
filed an underlying ETA seeking up to 
90 days of operating authority. Support¬ 
ing shipper: Cor-Tec, Inc., 2351 Kenskill 
Ave., Washington Court House, Ohio 
43160. Send protests to: Joe Green. Dis¬ 
trict Suprevisor, Room 240, Old Post Of¬ 


fice Bldg., 215 Northwest Third St., 
Oklahoma City, Okla. 73102. 

No. MC 107478 (Sub-No. 24TA). filed 
August 9, 1976. Applicant: OLD DOMIN¬ 
ION FREIGHT LINE. P.O. Box 2006, 
High Point, N.C. 27261. Applicant’s repre¬ 
sentative: J. T. Coon (same address as 
applicant). Authority sought to operate 
as a common carrier, by motor vehicle, 
over irregular routes, transporting: Dairy 
products and fruit or flavored drinks (ex¬ 
cept in bulk, in tank vehicles'), from 
Spartanburg. S.C., to points in North 
Carolina, Virginia, Maryland, South 
Carolina, Georgia, Florida, Alabama, and 
Tennessee. Applicant intends to tack its 
existing authority with MC 107478 and 
sub-numbers thereof, for 180 days. Sup¬ 
porting shipper: Colonial Stores Incor¬ 
porated, P.O. Box 4358, Atlanta, Ga. 
30302. Send protests to: Archie W. An¬ 
drews, District Supervisor, P.O. Box 
26896. 624 Federal Bldg., 310 New Bern 
Ave.. Raleigh, N.C. 27611. 

No. MC 110191 (Sub-No. 2DTA), filed 
August 10, 1976. Applicant: TURNER’S 
EXPRESS, INC., 1300 Shelton Ave., P.O. 
Box 1006, Norfolk, Va. 23502. Applicant s 
representative: D. L. Turner (same ad¬ 
dress as applicant). Authority sought to 
operate as a common carrier , by motor 
vehicle, over irregular routes, transport¬ 
ing: General commodities (except com¬ 
modities in bulk, and Classes A and B 
explosives), in containers having a prior 
or subsequent movement by water, and 
empty containers having a prior or sub¬ 
sequent movement by water and general 
commodities (except in bulk and Classes 
A and B explosives), between Norfolk, 
Va.. and points within 50 miles of Nor¬ 
folk, Va., including Norfolk, Va , Accomac 
and Northampton Counties, Va. Appli¬ 
cant intends to tack its existing author¬ 
ity with MC 110191. Applicant also in¬ 
tends to interline at Norfolk, Va., for 
180 days. Supporting shippers: There are 
approximately 7 statements of support 
attached to the application, which may 
be examined at the Interstate Commerce 
Commission in Washington, D.C., or 
copies thereof which may be examined 
at the field office named below'. Send pro¬ 
tests to: Paul D. Collins, District Super¬ 
visor, Bureau of Operations, 10-502 Fed¬ 
eral Bldg., 400 N. 8th St., Richmond, Va. 

No. MC 116004 (Sub-No. 39TA), filed 
August 9, 1976. Applicant: TEXAS 

OKLAHOMA EXPRESS. INC.. P.O. Box 
47112, Irving, Tex. 75247. Applicant's 
representative: Doris Hughes (same ad¬ 
dress as applicant). Authority sought to 
operate as a common carrier, by motor 
vehicle, over irregular routes, transport¬ 
ing: Glass containers, from the facilities 
of Midland Glass Company, Inc., located 
at or near Henryetta, Okla., to points in 
Indiana, Iowa. Illinois. Ohio, Missouri, 
Kansas, and Texas, for 180 days. Sup¬ 
porting shipper: Midland Glass Com¬ 
pany, Inc., P.O. Box 557, Cliffwood, N.J. 
07721. Send protests to: Opal M. Jones, 
Transportation Assistant, Interstate 
Commerce Commission, 1100 Commerce 
St. f Room 13C12. Dallas, Ttex. 7$242. 


No. MC 118159 (Sub-No. 181TA), filed 
August 9. 1976. Applicant: NATIONAL 
REFRIGERATED TRANSPORT. INC., 
P.O. Box 51366, Dawson Station, Tulsa. 
Okla. 74151. Applicant’s representative: 
Neil A. Du Jardin, P.O. Box 2298, Green 
Bay, Wis. 54306. Authority sought to op¬ 
erate as a common carrier , by motor ve¬ 
hicle, over irregular routes, transporting: 
Glass containers, from the plantsite and 
storage facilities of Midland Glass Com¬ 
pany. Inc., located at or near Henryetta, 
Okla., to points in Arkansas. Colorado, 
Iowa, Kansas, Louisiana, Mississippi, 
Missouri, Nebraska, New Mexico, Okla¬ 
homa, Tennessee, and Texas, for 180 
days. Supporting shipper: Midland Glass 
Company, Inc., P.O. Box 557, Cliffw'oocl. 
N.J. 07721. Send protests to: Joe Green. 
District Supervisor, Room 240, Old Post 
Office Bldg., 215 Northwest Third St., 
Oklahoma City, Okla. 73102. 

No. MC 124251 (Sub-No. 39TA). filed 
August 9, 1976. Applicant: JACK JOR¬ 
DAN. INC., Highway 41 South, P.O. Box 
689, Dalton, Ga. 30720. Applicant’s repre¬ 
sentative: Archie B. Culbreth, Suite 24<?, 
1252 W. Peachtree St., N.W., Atlanta. Ga. 
30309. Authority sought to operate as a 
common carrier , by motor vehicle, over 
irregular routes, transporting: Ground 
limestone , in bulk, in tank vehicles, from 
Cumberland County, Term., to points in 
Whitefield and Gordon Counties, Ga., for 
180 days. Applicant has also filed an un¬ 
derlying ETA seeking up to 90 days of 
operating authority. Supporting shipper: 
Duvall Chemical. Inc., P.O. Box 3097. 
Dalton, Ga. 30721. Send protests to: 
Sara K. Davis, Transportation Assistant, 
Bureau of Operations, Interstate Com¬ 
merce Commission, 1252 W. Peachtree 
St.. N.W., Room 546, Atlanta, Ga. 30309. 

No. MC 125433 (Sub-No. 82TA>. filed 
August 9. 1976. Applicant: F-B TRUCK 
LINE COMPANY, 1945 South Redwood 
Road, Salt Lake City, Utah 84104. Appli¬ 
cant’s representative: Kenneth W. 
Barber (same address as applicant). Au¬ 
thority sought to operate as a common 
carrier, by motor vehicle, over irregular 
routes, transporting: Lumber and lumber 
products, from Panguitch, Utah, and 
Fredonia, Ariz., to points in Oklahoma, 
Texas, and Arkansas, for 180 days. Ap¬ 
plicant has also filed an underlying ETA 
seeking up to 90 days of operating au¬ 
thority. Supporting shipper: Kaibab In¬ 
dustries, P.O. Box 20506, Phoenix. Ariz. 
85026. Send protests to: Lyle D. Heifer. 
District Supervisor, Interstate Commerce 
Commission, Bureau of Operations, 5301 
Federal Bldg., 125 South State St.. Salt 
Lake City. Utah 84138. 

No. MC 134022 (Sub-No. 21TA), JUcd 
August 9, 1976. Applicant: RICHARD 
A. ZIMA, doing business as ZJPCO. P O. 
Box 715, West Bend, Wis. 53095. Appli¬ 
cant’s representative: Richard A. Zima 
(same address as applicant). Authority 
sought to operate as a common carrier, 
by motor vehicle, over irregular routes, 
transporting: Imported malt beverages. 
in packages or containers, from Port of 
Entry, Detroit and Port Huron, Mich., 
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to Milwaukee, Wis., for 180 days. Appli¬ 
cant has also filed an underlying ETA 
seeking up to 90 days of operating au¬ 
thority. Supporting shipper: “Tiffany 
Distributing, Inc., 3516 W. Pierce St., Mil¬ 
waukee, Wis. 53215. Send protests to: 
John E. Ryden, District Supervisor, In¬ 
terstate Commerce Commission, Bureau 
of Operations, 135 West Wells St., Room 
807, Milwaukee, Wis. 53203. 

No. MC 135384 (Sub-No. 21TA), filed 
August 9,1976. Applicant: SPECIALIZED 
TRUCK SERVICE, INC., Highway 81 & 
1-75, Route 3. McDonough, Ga. 30253. 
Applicant’s representative: Frank D. 
Hall, 3384 Peachtree Road, N.E., Suite 
713. Atlanta, Ga. 30326. Authority sought 
to operate as a common carrier , by motor 
vehicle, over irregular routes, transport¬ 
ing: Malt beverages , related advertising 
material and empty malt beverage co?i- 
tainers, from Fort Worth, Tex., to Pan¬ 
ama City, Fla., for 180 days. Applicant 
has also filed an underlying ETA seeking 
up to 90 days of operating authority. 
Supporting shipper: Panama Beverage 
Company, 927 Mulberry Ave., Panama 
City, Fla. Send protests to: Sara K. 
Davis, Transportation Assistant, Bureau 
of Operations, Interstate Commerce 
Commission. 1252 W. Peachtree St,, N.W., 
Room 546, Atlanta, Ga. 30309. 

No. MC 136897 (Sub-No. 18TA), filed 
August 4, 1976. Applicant: SWIFT 

TRANSPORTATION COMPANY, INC., 
335 W. El wood Road, Phoenix, Ariz. 
85041. Applicant’s representative: Don¬ 
ald E. Fernaays, Suite 312, 4040 E. Mc¬ 
Dowell Road, Phoenix. Ariz. 85008. Au¬ 
thority sought to operate as a contract 
carrier, by motor vehicle, over irregular 
routes, transporting: Composition and 
prepared roofing , from points in Los An¬ 
geles County, Calif., to points in Arizona, 
under a continuing contract with A. & H. 
Supply Company, Inc., for 180 days. Ap¬ 
plicant has also filed an underlying ETA 
seeking up to 90 days of operating au¬ 
thority. Supporting shipper: A. & H. 
Supply Company, Inc., 1702 E. Jackson, 
Phoenix, Ariz. 85034. Send protests to: 
Andrew V. Baylor, District Supervisor, 
Interstate Commerce Commission, Room 
3427 Federal Bldg., 230 N. First Avc., 
Phoenix, Ariz. 85025. 

No. MC 138144 (Sub-No. IOTA), filed 
August 9. 1976 Applicant: FRED OLSON 
JNC.. 6022 W. State St., Milwaukee, 
Wis. 53213. Applicant's representative: 
Daniel C. Sullivan, 237 South La Salle 
fct., Chicago. Ill. 60604. Authority sought 
to operate as a common carrier , by motor 
vehicle, over irregular routes, transport¬ 
's: (1) Iron and steel articles ; and <2) 
Materials and supplies used in the man¬ 
ufacture and distribution of electric 
motors and generators, from Earlville, 
ti , to Wausau, Wis., for 180 days. Ap¬ 
plicant has also filed an underlying ETA 
seeking up to 90 days of operating au- 
uionty. Support shipper: Marathon 
^lectric Manufacturing Corp., Randolph 
£ Cherry Streets. Wausau, Wis. 54001. 
Send protests to: John E. Ryden, Dis- 
nct Supervisor. Interstate Commerce 
°mmission, Bureau of Operations, 135 
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West Wells St., Room 807, Milwaukee, 
Wis. 53203. 

No. MC 138933 (Sub-No. 6 TA), filed 
August 9, 1976. Applicant: DEUTZ & 
CROW CONCRETE CORP., 800 West 
College Drive, P.O. Box 589, Marshall, 
Minn. 56258. Applicant's representative: 
James B. Hovland, 425 Gate City Bldg., 
Fargo, N. Dak. 58102. Authority sought 
to operate as a contract carrier , by motor 
vehicle, over irregular routes, transport¬ 
ing: Bulk cement, from Watertown, 
S. Dak., to Marshall. Canby and Madison, 
Minn., under a continuing contract with 
Deutz & Crow Co., Inc., for 180 days. Ap¬ 
plicant has also filed an underlying ETA 
seeking up to 90 days of operating au¬ 
thority. Supporting shipper: Deutz & 
Crow Co., Inc , Box 05, Marshall. Minn. 
56258. Send protests to: A. N. Spath, Dis¬ 
trict Supervisor, Interstate Commerce 
Commission, Bureau of Operations, 414 
Federal Bldg., & U S. Courthouse, 110 S. 
4th St., Minneapolis, Minn. 55401. 

No. MC 138952 (Sub-No. 2TA>, filed 
August 6, 1976. Applicant: CENTRAL 
CITY EXPRESS, INC., 1822 Rarkway 
Towers, P.O. Box 7402, Nashville, Tenn. 
37210. Applicant's representative: 
George M. Catlett, 703-706 McClure 
Bldg , Frankfort. Ky. 40601. Authority 
sought to operate as a common carrier, 
by motor vehicle, over regular routes, 
transporting: General commodities (ex¬ 
cept those of unusual value, household 
goods as defined by the Commission, 
classes A and B explosives, commodities 
in bulk and those requiring special 
equipment), between Nashville, Tenn., 
and Central City, Ky., serving all inter¬ 
mediate points between Russellville, Ky., 
and Central Ctiy, Ky. (except Russeil- 
. ville), and serving Paradise, Ky.. as an 
off-route point in connection with car¬ 
rier’s authorized regular route opera¬ 
tions, from Nashville, Tenn., over U.S. 
Highway 431 to Central City, Ky., and 
return over the same route: from Nash¬ 
ville. Tenn.. over U.S. Highway 41 to 
junction U.S. Highway 431, at Spring- 
field, Tenn., and thence over U.S. High¬ 
way 431 to Central City, Ky., and re¬ 
turn over the same route. Restriction: 
Restricted against the handling of traf¬ 
fic originating at or destined to Louis- 
vile, Ky., and *points within its com¬ 
mercial zone, on the one hand, and, on 
the other, traffic originating at or des¬ 
tined to points in Davidson County, 
Tenn.. Applicant intends to tack its ex¬ 
isting authority with MC 138952. Appli¬ 
cant also intends to interline at points in 
Davidson County, Tenn., for 180 days. 
Applicant has also filed an underlying 
ETA seeking up to 90 days of operating 
authority. Supporting shipper: The Nel¬ 
son Company of Kentucky, Third St.. 
Lewisburg, Ky. 42256. Send protests to: 
Joe J. Tate, District Supervisor, Inter¬ 
state Commerce Commission, Bureau of 
Operations, Suite A-422 U.S. Court¬ 
house. 801 Broadway, Nashville, Tenn. 
37203. 

No. MC 140019 (Sub-No. 2TA), filed 
August 9, 1976. Applicant: W. A. EM- 
RICK TRUCKING, INC., R.D. No. 2, Box 
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131, Linden, Pa. 17744. Applicant's rep¬ 
resentative: Charles R. Chamberlain, 
6615 Adrian St., New Carrollton, Md. 
20784. Authority sought to operate as a 
contract carrier , by motor vehicle, over 
irregular routes, transporting: Coal , 
from English Center (Pine Township), 
Pa., to Dresden and Bainbridge. N.Y., 
under a continuing contract with Fisher 
Mining Company, for 180 days. Support¬ 
ing shipper: Fisher Mining Company, 
% Charles Spoler, CPA. 901 Market St., 
Williamsport, Pa.‘ 17701. Send protests 
to: Paul J. Kenworthy, District Super¬ 
visor, Interstate ^omm^rce Commission, 
Bureau of Operations. 314 U.S. Post Of¬ 
fice Bldg.. Scranton. Pa. 18503. 

No. MC 14C329 (Sub-No. 17 TA), filed 
August 9. 1976. Applicant: CARGO 

CONTRACT CARRIER CORP.. P.O. Box 
206. U.S. Highway 29. Sioux City. Iowa 
51102. Applicant'-' representatives: wil¬ 
liam J. Hanlon, 55 Madison Ave., Morris¬ 
town, N.J. 07960. Authority sought to op¬ 
erate as a common carrier, by motor 
vehicle, over irregular routes, transport¬ 
ing: Foodstuffs, in vehicles equipped with 
mechanical refrigeration (except com¬ 
modities in bulk, in tank vehicles), from 
the plantsitc and 'or warehouse facilities 
of Kraftco Corporation, at Champaign, 
HI., to points in Maine, New Hampshire, 
Vermont. New York. Massachusetts. 
Rhode Island, Connecticut, Pennsyl¬ 
vania. New Jersey Delaware, Virginia, 
Maryland, and the District of Columbia. 
Restriction: Restricted to the trans¬ 
portation of traffic originating at the 
named origin points end destined to the 
named destination roints, for 180 days. 
Applicant has also fil d an underlying 
ETA seeking up to 93 days of operating 
authority. Supporting shipper: D. C. 
Besser. Manager Transportation Serv¬ 
ices, Kraftco Corn., 500 Peshtigo Ct.. 
Chicago. Ill. 6?690. Send Protests to: 
Carroll Russell, District Supervisor. In¬ 
terstate Commerce Commission. Suite 
620, 110 N. 14th St.. Omaha, Nebr. 68102. 

No. MC 141197 (Sub-No. 7 TA), filed 
August 3. 1976. Applicant: FLEMING- 
BABCOCK, INC., 3d & Branch Streets, 
P.O. Box 107, Platte C it*\ Mo. 64079. Ap¬ 
plicant's representative: Lucy Kennard 
Bell, 101 We c t Eleventh, Kansas City, 
Mo. 64105. Authority sought to operate 
as a common carrier, by motor vehicle, 
over irregular routes, transporting: Coal. 
from points in Nowata County and 
Rogers County. Okln., to Springfield. 
Mo., for 180 days. Applicant has also filed 
an underlying ETA reeking up to 90 days 
of operating authority. Supporting 
shipper: Associated Producers Company, 
P.O. Box 60725, Oklahoma City, Okla. 
73106. Send protests to: Vernon V. Coble, 
District Supervisor, Interstate Com¬ 
merce Commission, 600 Federal Bldg., 
911 Walnut St, Kansas City, Mo. 64106. 

No. MC 142330 (Sub-No. 1 TA), filed 
August 4, 1976. Applicant: PONY EX¬ 
PRESS COURIER CORP., P.O. Box 4313, 
Atlanta. Ga. 30302. Applicant's rep¬ 
resentative: H. E. Miller. Jr. (same 
address as applicant). Authority sought 
to operate as a com?non carrier , by motor 
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vehicle, over irregular routes, transport¬ 
ing: Commercial papers, documents, 
written instruments, food stamps, data 
processing media, and microfilm: be¬ 
tween New Orelans. La., on the one hand, 
and. on the other points in Baldwin and 
Mobile Counties. Ala., and points in Issa¬ 
quena. Sharkey, Yazoo, Madison. Leake, 
Neshoba and Kemper Counties. Miss., 
and points in Mississippi south of said 
counties, for 180 days. Applicant has also 
filed an underlying ETA seeking up to 
90 days of operating authority. Support¬ 
ing shippers: There are approximately 28 
statements of support attached to the 
application, which may be examined at 
the Interstate Commerce Commission, in 
Washington, D.C., or copies thereof which 
may be examined at the field office named 
below. Send protests to: Sara K. Davis, 
Transportation Assistant, Bureau of 
Operations, Interstate Commerce Com¬ 
mission, 1252 W. Peachtree St. NW, 
Room 546, Atlanta, Ga. 30309. 

No. MC 14233G (Sub-No. 2 TA). filed 
August 9, 1976. Applicant: PONY EX¬ 
PRESS COURIER CORP„ P.O. Box 
4313, Atlanta, Ga. 30302. Applicant's 
representative: H. E. Miller, Jr. (same 
address as applicant). Authority sought 
to operate as a common carrier, by motor 
vehicle, over irregular routes, transport¬ 
ing: Audit and accounting media, busi¬ 
ness records, cash letters, data processing 
media , food stamps and microfilm, be¬ 
tween ScottsblulT, Nebr., on the one 
hand, and, on the other, Torrington, 
Wyo., for 180 days. Applicant has also 
filed an underlying ETA seeking up to 90 
days of operating authority. Supporting 
shipper: Omaha National Bank, 17th and 


Farnam, Omaha, Nebr. Send protests to: 
Sara K. Davis, Transportation Assistant, 
Interstate Commerce Commission. Bu¬ 
reau of Operations, 1252 W. Peachtree 
St. NW., Room 546, Atlanta, Ga. 30309. 

No. MC 142330 (Sub-No. 3 TA), filed 
August 9. 1976. Applicant: PONY EX¬ 
PRESS COURIER CORP., P.O. Box 4313, 
Atlanta, Ga. 30302. Applicant’s repre¬ 
sentative: H. E. Miller, Jr. (same address 
as applicant). Authority sought to op¬ 
erate as a common carrier, by motor ve¬ 
hicle, over irregular routes, transport¬ 
ing: Commercial papers, documents, 
written instruments, N audit and data 
processing media and business records 
and matenals, between points in Henrico 
County. Va., on the one hand, and, on the 
other, Gaithersburg, Baltimore, Crofton 
and Annapolis, Md. t for 180 days. Appli¬ 
cant has also filed an underlying ETA 
seeking up to 90 days of operating au¬ 
thority. Supporting shipper: D.S.C. Com¬ 
puter Company, Inc., P.O. Box 9626. 
Richmond, Va. 23228. Send Protests to: 
Sara K. Davis, Transportation Assistant, 
Bureau of Operations. Interstate Com¬ 
merce Commission, 1252 W. Peachtree 
St. NW. Room 546, Atlanta, Ga. 30309. 

No. MC 142333 TA, filed August 4,1976. 
Applicant: STEEL TRANSPORT, INC., 
9950 Cherry Ave., Fontana, Calif. 92335. 
Applicant’s representative: C. Gene 
Wolfinbarger (same address as appli¬ 
cant). Authority sought to operate as a 
common Carirer, by motor vehicle, over 
irregular routes, transporting: Mont - 
morillonite , from points in Mineral 
County, Nev., to points in the United 
States in and west of Montana, Wyoming, 
Colorado and New Mexico (except Ne¬ 


vada, Hawaii and Alaska), for 180 days. 
Supporting shipper: John C. & Anna R. 
Darrah, 12990 Branford St., Bldg., A, 
Arleta, Calif. 91331. Send protests to: 
Mary A. Francy, Interstate Commerce 
Commission, Bureau of Operations, Room 
1321 Federal Bldg.. 300 North Los An¬ 
geles St., Los Angeles, Calif. 90012. 

No. MC 142336 TA, filed August 9, 
1976. Applicant: D. TERRY CHAM- 
NESS, doing business as TERRY’S ROAD 
TRUCK AND WRECKER SERVICE, 
4331 South 12th St., Kalamazoo, Mich. 
49009. Applicant’s representative: Karl 
L. Gotting. 1200 Bank of Lansing, Bldg., 
Lansing, Mich. 48933. Authority sought 
to operate as a common carrier , by mo¬ 
tor vehicle, over irregular routes, trans¬ 
porting: Wrecked, disabled, repossessed 
and replacement vehicles, between points 
in Kalamazoo County, Mich., on the one 
hand. and. on the other, points in Illi¬ 
nois, Indiana, Iowa, Kentucky, Mary¬ 
land, Ohio, Wisconsin and Minnesota, 
for 180 days. Supporting shippers: There 
are 14 statements of support attached 
to: C. R. Flemming, District Supervisor, 
ined at the Interstate Commerce Com¬ 
mission in Washington, D.C., or copies 
thereof which may be examined at the 
field office named below. Send protests 
to: C. R. Flemming, District Supervisor, 
Bureau of Operations, Interstate Com¬ 
merce Commission, 225 Federal Bldg., 
Lansing, Mich. 48933. 

By the Commission. 

Robert L. Oswald. 

Secretary. 

[FR Doc. 70-24497 Filed 8-19-76; 8:45 am] 
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DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 
Food and Drug Administration 

(Docket No. 76N-0324] 

[ 21 CFR Parts 4, 6, and 801 ] 
MEDICAL DEVICES 

Proposed Investigational Device 
Exemptions; Cross-Reference Amendments 

Elsewhere in this issue of the Federal 
Register, the Food and Drug Adminis¬ 
tration (FDA) proposes to prescribe pro¬ 
cedures and conditions under which 
medical devices intended for human use 
may be exempted from certain require¬ 
ments of the Federal Food, Drug, and 
Cosmetic Act to permit investigational 
studies concerning safety and effective¬ 
ness. The Commissioner of Food and 
Drugs is proposing in this document to 
make conforming changes in other FDA 
regulations; comments by October 19, 
1976. 

Because they contain references to 
sections affected by the proposed medi¬ 
cal device regulations, the Commissioner 
proposes to amend Parts 4, 6, and 801 by 
inserting the applicable references to in¬ 
vestigational devices as follows: 

PART 4—PUBLIC INFORMATION 

1. By amending § 4.100 by redesignat¬ 
ing paragraph (c) (28) as paragraph (c) 
(29), and by adding new paragraph (c) 

(28) . As revised, paragraph (c) (28) and 

(29) reads as follows: 

§ 4.100 Applicability; cross-reference to 
other regulations. 

• • _ • * • 

(c) • • • 

(28) Investigational device applica¬ 
tions, in § 812.38 of this chapter. 

(29) Electronic product information, 
in §§ 1002.4 and 1002.42 of this chapter. 


PART 6—environmental impact 
CONSIDERATIONS 

2. By amending § 6.1 by revising para¬ 
graph (d) (5) as follows: 

g 6.1 Applicability. 

• • • • • 

(d) • * • 

(5)'Investigational new drug applica¬ 
tions. investigational new animal drug 
applications, and investigational device 
applications, unless the agency notifies 
the applicant that one is required. 


PART 801—LABELING 

3. By amending § 801.4 by adding the 
words “and Part 812“ to the first sen¬ 
tence as follows: 

§ 801.4 Meaning of “intended uses.” 

The words “intended uses” or words of 
similar import in §§ 801.5, 801.119, 

801.122, and Part 812 refer to the ob¬ 
jective intent of the persons legally^ re¬ 
sponsible for the labeling of devices. 


4. By adding new § 801.124 as follows: 

§ 801.124 Medical devices subject to in¬ 
vestigational device exemptions. 

A shipment of a device for investiga¬ 
tional use is exempt from section 502(f) 
(1) of the act if it complies with the 
qualifications for an investigational de¬ 
vice exemption prescribed in § 812.5 of 
this part. 

Interested persons may, on or before 
October 19. 1976, submit to the Hearing 
Clerk, Food and Drug Administration, 
Rm. 4-65, 5600 Fishers Lane, Rockville, 
MD 20852. witten comments (preferably 
in quintuplicate and identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this docu¬ 
ment) regarding this proposal. Received 
comments may be seen in the above of¬ 
fice during working hours, Monday 
through Friday. 

Dated: August 12,1976. 

Joseph P. Hile, 

Acting Associate Commissioner 
for Compliance. 

(FR Doc.76-24453 Filed 8-17-76;2:48 pm) 


[Docket No. 76N-0324) 

[21 CFR Part 812] 

MEDICAL DEVICES 

Proposed Investigational Device 
Exemptions 

The Food and Drug Administration 
(FDA) proposes to prescribe procedures 
and conditions under which medical de¬ 
vices intended for human use may be ex¬ 
empted from certain reequirements of 
the Federal Food, Drug, and Cosmetic 
Act to permit investigational studies con¬ 
cerning safety and effectiveness. Com¬ 
ments on the proposal may be submitted 
on or before October 19, 1976. 

The Commissioner of Food and Drugs 
is proposing to amend Title 21 of the 
Code of Federal Regulations by adding a 
new Part 812 to prescribe procedures and 
conditions to qualify for such exemp¬ 
tions, the procedure for submitting an 
application for an investigational device 
exemption to FDA, and the requirements 
applicable to sponsors of investigational 
studies, institutional review committees 
that supervise studies, and clinical inves¬ 
tigators. The proposed regulations also 
require the written informed consent of 
human subjects involved in such studies. 
The Commissioner is proposing that the 
final regulations become effective 90 days 
after their publication. 

The Medical Device Amendments of 
1976 (Pub. L. 94-295), hereinafter re¬ 
ferred to as “the Amendments,” amend¬ 
ing the Federal Food. Drug, and Cosmetic 
Act (52 Stat. 1040 et seq. (21 U.S.C. 201 
et. seq.)). hereinafter referred to as “the 
act,” became law on May 28, 1976. Sec¬ 
tion 520(g) of the act (21 U.S.C. 360j) 
requires the Secretary of Health, Educa¬ 
tion, and Welfare, within 120 days after 
the date of enactment of the Amend¬ 
ments, to prescribe by regulation, proce¬ 
dures and conditions for exempting de¬ 
vices for investigational use. As stated in 


an FDA notice published in the Federal 
Register of June 4, 1976 (41 FR 22620) 
concerning the implementation of the 
Amendments, authority under the act is 
delegated to the Commissioner under 
§5.1 (21 CFR 5.1; recodification pub¬ 
lished in the Federal Register of June 
15, 1976 (41 FR 24262)). The notice also 
stated that among the regulations to be 
published in the future in the Federal 
Register, would be proposed regulations 
concerning exemptions for investigation¬ 
al use of medical devices. 

Summary of Statutory Requirements 


Requirements relating to investiga¬ 
tional use of devices are found in section 
520(g) of the act. Section 520(g) and 
the related provisions discussed below 
have two major purposes. One purpose 
is to encourage the discovery and de¬ 
velopment of useful devices for human 
use. A second purpose is to protect the 
public health by requiring safeguards 
for human subjects of investigations, 
maintenance of sound ethical standard;. 
and procedures to assure development of 
reliable scientific data. The proposed 
regulations seek to achieve these two 
purposes. 

Section 520(g) authorizes the exemp¬ 
tion of devices from otherwise applicable 
provisions of the act relating to mis¬ 
branding, registration, premarket no¬ 
tice, performance standards, premarket 
approval, banned devices, records and 
reporting requirements, restrictions on 
distribution of devices, good manufac¬ 
turing practice requirements, and use 
of color additives in devices, to permit 
devices to be shipped for investigational 
studies to determine their safety and ef¬ 


fectiveness. 

Under section 520fg), regulations per¬ 
mitting exemptions for investigational 
use are to include requirements neces¬ 
sary for the protection of the public 
health and safety. One of the require¬ 
ments is that persons seeking an exemp¬ 
tion submit an application to FDA and 
maintain records of and make reports 
concerning the investigation. Also, m 
investigations involving human subjects, 
the person applying for the exemption 
(the sponsor) must comply with a num¬ 
ber of requirements to assure that the 
rights and safety of these subjects are 
adequately protected; namely, investiga¬ 
tions must be reviewed by a qualified in¬ 


stitutional review committee (if one ex¬ 
ists), each investigator must agree thar. 
any testing involving human subjects 
will be under his supervision, and writ¬ 
ten informed consent must be obtained 
from the subjects or their representa¬ 
tives, with very limited exceptions. 
Where a qualified institutional revn 
committee exists, it shall bear signif¬ 
icant responsibility for monitoring 1 
study. To provide for flexibility in regu¬ 
latory requirements, section 520 P er * 
mits variations in the procedures mu 
conditions governing investigational de¬ 
vice exemptions depending on fine ' ™ 
ture, scope, and purpose of the stua.. 

An application for an investigational 
device exemption that meets the requ .* 
ments of FDA regulations is deemed aP 
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proved 30 days after it is submitted to 
FDA. thus permitting testing to begin 
with little delay unless the applicant 
seeks an investigational exemption from 
a banned device regulation, in which case 
affirmative FDA approval of the exemp¬ 
tion is required. The Commissioner may, 
however, disapprove an application for 
an investigational device exemption 
within the 30-day period if he finds that 
the application does not conform to pro¬ 
cedures and conditions prescribed in the 
regulations. In addition, FDA may with¬ 
draw an exemption for failure to comply 
with any of the conditions for exemp¬ 
tions for investigational use of devices. 


The Food and Drug Administration 
may enforce the investigational device 
provisions in section 520(g) of the act 
through several amendments to section 
301 of the act (21 U.S.C. 331) enumerat¬ 
ing prohibited acts that are enforceable 
by injunction or prosecution. Most im¬ 
portantly, new section 301(q)(l) makes 
it a prohibited act to fail or refuse to 
comply with any requirement prescribed 
under section 520(g) of the act. In ad¬ 
dition. under new section 301(q)(2) of 
the act, it is a prohibited act to submit, 
with respect to any device, any report 
required by or under the act that is false 
or misleading in any material respect. 
The latter prohibition applies to all re¬ 
porting requirements under the act con¬ 
cerning devices, including reporting un¬ 
der the investigational device regula¬ 
tions, and supplements the penalties pro¬ 
vided by the False Reports to the Gov¬ 
ernment Act, 18 U.S.C. 1001. In addi¬ 
tion, section 301 (1) of the act as amended 
makes it a prohibited act to represent or 
suggest in the labeling or advertising of 
any device that FDA has approved an 
application for an exemption under sec¬ 
tion 520(g). 

Other enforcement provisions are 
found in amendments to section 501 of 
tiie act, defining conditions under which 
devices are considered adulterated and 
thus unlawful. New section 501(f) bars 
shipment of a device that is subject to a 
vdiich does not have in effect either an 
application for premarket approval or an 
investigational device exemption. How¬ 
ever. a temporary grace period from this 
provision is provided until 90 days after 
final issuance of the regulations being 
proposed in this notice for certain de¬ 
vices, intended solely for investigational 
use, that had not been marketed before 
enactment of the Amendments. Also, un- 
aer new section 501 (i), an investigational 
device Is considered adulterated if either 
ne person granted the exemption or an 
investigator using the device fails to 
^*9? a requirement under section 
&20( S> of the act. 


The amended act also includes pi 
*° protect trade secrets acquh 
A under the Investigational dev 
( sec . tion 301 ( ^ ^ amendei 
ieeor^! 1 ^ ate . t PDA lnspect ion of requii 
reauhvp , (secti ° n 704( ns amended). and 
require investigational devices for exp. 

mcnt 27^ ^ foreign govei 
amended?. by TOA (section 801 (d) - 


Related Regulations 

The Department of Health, Education, 
and Welfare has promulgated regula¬ 
tions (45 CFR Part 46) to protect human 
subjects in research supported by De¬ 
partmental grants and contracts. The re¬ 
quirements in these proposed regulations 
concerning institutional review commit¬ 
tees and informed consent of human sub¬ 
jects are similar to the Departmental 
regulations in many respects. Differences 
are the result of special statutory re¬ 
quirements and guidance in legislative 
history or particular regulatory needs. 

The Food and Drug Administration has 
regulated the investigational use of new 
drugs, biologies, and antibiotic drugs for 
a number of years, pursuant to sections 
505(i) and 507(d)(3) of the act (21 
U.S.C. 355(1) and 357(d) (3>) and § 310.- 
102 and Part 312 (21 CFR 310.102 and 
Part 312). The proposed regulations gov¬ 
erning investigational use of medical de¬ 
vices (hereinafter, “proposed investiga¬ 
tional device regulations”) are similar in 
substance to. although different in for¬ 
mat from, existing regulations governing 
investigational use of new drugs (herein¬ 
after, “IND regulations”). Many pro¬ 
visions of the proposed investigational 
device regulations redesignate or restate 
current requirements of the IND regula¬ 
tions, although sometimes more directly 
or clearly. For example, under the IND 
regulations, many regulatory require¬ 
ments are stated only in forms to be com¬ 
pleted by sponsors and investigators, 
while the proposed investigational de¬ 
vice regulations state the duties of spon¬ 
sors and investigators in the text. 

Other provisions of the proposed in¬ 
vestigational device regulations differ 
from current provisions of IND regula¬ 
tions. Some of the differences reflect 
specific requirements of new section 520 
(g) or specific guidance in the legislative 
history. Other differences reflect ideas 
being considered in new FDA policy that 
may eventually be proposed for all in¬ 
vestigational products, whether new hu¬ 
man drugs, biologies, or devices. How¬ 
ever, any such differences should not be 
viewed as fixed agency policy, but rather 
proposals reflecting tentative agency 
thinking. 

Currently, FDA has underway a num¬ 
ber of efforts to improve, clarify, and 
strengthen its regulatory programs for 
control of investigational articles. The 
agency has long recognized the need to 
upgrade its programs in this area, and 
will receive special funding for this pur¬ 
pose for fiscal year 1977. The Commis¬ 
sioner is also considering proposals con¬ 
cerning this area, made by representa¬ 
tives of consumers and industry, mem¬ 
bers of Congress, and the General Ac¬ 
counting Office in a report on regulation 
on investigational new drugs dated July 
15, 1976 (ref. 1). It is likely that the 
agency’s comprehensive review of its 
control of investigational articles will 
result in changes in both the IND regula¬ 
tions and the investigational device reg¬ 
ulations that are proposed in this notice. 
Furthermore, in the near future FDA 
intends to publish uniform, agency-wide 


regulations governing clinical investiga¬ 
tions, to the extent possible considering 
the differences among regulated articles 
and applicable statutory authorities. At 
the time such uniform regulations arc 
published, appropriate revisions will be 
made in the investigational device regu¬ 
lations. For example, the Commissioner 
will soon propose regulations to redesig¬ 
nate, clarify, and improve requirements 
applicable to all clinical investigators 
conducting studies regulated under the 
act, a*5 well as requirements governing 
institutional review committees that 
monitor their studies and disqualifica¬ 
tions of clinical investigators. When 
these regulations are published, FDA may 
merge certain portions of the proposed 
investigational device regulations with 
the uniform regulations. 

The Commissioner had hoped to co¬ 
ordinate more closely the agency's efforts 
to improve its regulations governing in¬ 
vestigational products with its imple¬ 
mentation of the Medical Device 
Amendments of 1976. However, new sec¬ 
tion 520(g) imposes a very restrictive 
schedule for publication of final investi¬ 
gational device regulations. Because of 
the Commissioner’s desire to meet this 
statutory schedule as nearly as possible, 
and because evaluation of needed revi¬ 
sions in investigational drug regulations 
is continuing, it was not possible to ac¬ 
complish these objectives simultaneously. 
Publication of the proposed investiga¬ 
tional device regulations in advance of 
the publication of proposed agency-wide 
regulations, including revisions of the 
IND regulations, affords interested per¬ 
sons an additional opportunity to provide 
comments on policy options available to 
the agency. Many of the persons inter¬ 
ested in regulation of device investiga¬ 
tions are also interested in regulation of 
drug investigations. The Food and Drug 
Administration's efforts to develop these 
agency-wide regulations, which will be 
continuing during the comment period 
and thereafter, may be aided by com¬ 
ments received on these proposed device 
regulations. 

The 120-Day Deadline 

Although section 520(g) of the act 
requires FDA to publish final investiga¬ 
tional device regulations by 120 days 
after enactment of the Amendments, i.e„ 
by September 27, 1976, FDA cannot now 
meet the statutory deadline because it 
has not been possible to publish this pro¬ 
posal at a sufficiently early date to ac¬ 
commodate both the 60 days required by 
the act for comment and the time needed 
to read, consider, and respond to com¬ 
ments received on the proposal and to 
make appropriate revisions in the final 
regulations. The delay has occurred be¬ 
cause numerous and complex issues in¬ 
volved in the proposed Investigational 
device regulations needed to be resolved 
at the same time that limited agency 
personnel involved in medical device 
regulatory activities have been attempt¬ 
ing to implement other provisions of the 
Amendments. 

Although the agency cannot meet the 
120-day deadline, it will publish final 
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regulations as quickly as possible after 
the period for comment closes. However, 
the Commissioner advises that additional 
delay may occur in publishing final reg¬ 
ulations, depending on the comments 
received 

Although interested persons are given 
until October 19. 1976, to submit com¬ 
ments on the proposal, because of the 
statutory deadline FDA will begin eval¬ 
uating the comments and preparing a 
final document on October 4, 1976. 

Investigational Device Exemptions 

The proposed regulations governing 
investigational device exemptions will be 
a new Part 812 of Title 21 of the Code of 
Federal Regulations. 

GENERAL PROVISIONS 

Subpart A of proposed Part 812 sets 
forth the general provisions relating to 
investigational device exemptions. 

SCOPE 

Proposed § 812.1(a) states that the 
purpose of Part 812 is to provide that a 
device may be exempted from certain 
requirements of the act that would other¬ 
wise be applicable, to permit investiga¬ 
tional studies by experts who are quali¬ 
fied by scientific training and experience 
to investigate the safety and effective¬ 
ness of devices intended for human use. 

Proposed 5 812.1 Cb) describes the two* 
objectives of Part 812: To encourage the 
discovery and development of useful de¬ 
vices and to protect the public health and 
particularly to assure the protection and 
preserve the rights of subjects of investi¬ 
gational studies. 

Proposed 5 812.1(c) enumerates the 
provisions of the act from which an in¬ 
vestigational device may be exempted. 
In general, such a device shall be exempt 
from the provisions relating to misbrand¬ 
ing, registration and premarket notifica¬ 
tion. performance standards, premarket 
approval, records and reports, restricted 
devices, good manufacturing practices, 
and color additives. However, a device is 
not exempt from a provision of the act if 
the sponsor indicates that an exemption 
is not requested as to that provision, or 
if the Commissioner indicates that a de¬ 
vice is not exempt from that provision. 
Also, a device may be exempted from sec¬ 
tion 516 of the act authorizing banned 
device regulations, but only if the Com¬ 
missioner has affirmatively approved an 
application for such an exemption. 

APPLICABILITY 

Proposed 5 812.2 describes the circum¬ 
stances in which a use of an investiga¬ 
tional device is subject to the require¬ 
ments of proposed Part 812. 

Under proposed 5 812.2(a), Part 812 
would apply to any device intended for 
human use. Including any in vitro diag¬ 
nostic product for diagnosis of any hu¬ 
man disease or condition, if such device 
would be subject to Part 812 according 
to the other criteria prescribed in the 
proposed section. 

The Amendments included a provision 
revising the definition of “device” in sec¬ 
tion 201 Ch) of the act (21 U.S.C. 321 (h) ). 


Under the revised definition, the term 
“device” encompasses an article used in 
the healing arts which does not achieve 
any of its principal intended purposes 
through chemical action within or on the 
body of man or other animals and which 
is not dependent upon being metabolized 
for the achievement of any of its princi¬ 
pal intended purposes. An article that 
does achieve any of its principal intended 
purposes through such chemical action 
or is dependent upon being metabolized 
continues to be regulated as a drag. Un¬ 
der this new distinction between devices 
and drugs, it is clear that the term '■de¬ 
vice*' now includes any in vitro diag¬ 
nostic product, although many in vitro 
diagnostic products were regarded Pre¬ 
viously as drugs. Furthermore, another 
change in the definition of “device** clari¬ 
fies that a device includes an article for 
use in the diagnosis of conditions other, 
e.g., pulse, than disease. 

In the proposed regulations, the Com¬ 
missioner has provided that in vitro diag¬ 
nostic products shell be subject to pro¬ 
posed Fart 812 to the same extent as 
other devices. However, the Commission¬ 
er recognizes that there mav, in some 
cases, be good reasons to differentiate 
investigations involving in vitro diag¬ 
nostic products from investigations in¬ 
volving other devices. 

Some investigations of in vitro diag¬ 
nostic products pose no safety risk to the 
subject. For example, a standard urine 
sample may be taken from a patient 
for purposes of determining pregnancy,^ 
and the test could be made both with an 
experimental in vitro pregnancy detec¬ 
tion product as well as with an accepted 
in vitro product that is knowm to be 
effective, to see if the experimental prod¬ 
uct works as reliably ns the accepted 
product. Such a test would pose no added 
safety risk to the patient. HoweveT, it 
may be desirable that the patient be told 
that she is taking part in an experiment, 
as would be required in proposed Subpart 
F. Furthermore, FDA would have an in¬ 
terest in nssuring that records of the 
comparison of the experimental product 
with the accepted product are developed 
and maintained in such a wav as to as¬ 
sure the reliability of the resultant data, 
particularly where the results of the test 
would be used in support of an applica¬ 
tion for premarket approval or in rela¬ 
tion to a proposed performance standard 
for pregnancy detection kits. 

Some investigations of in vitro diag¬ 
nostic products may pose a safety risk to 
the subject. For example, if a hospital 
decided to test a new blood-tyring device 
by taking samples of blood from all 
patients in the hospital, the patients 
would be exposed to some ri^k because 
of the withdrawal of blood, and informed 
consent requirements and other subject 
safeguards should be observed. The Com¬ 
missioner w T ould be particularly con¬ 
cerned about the rights and safety of 
subjects in situations where a subject 
does not stand personally to gain from 
the experiment, or is being subjected to 
a greater safety risk than that to which 
he would have been exposed, had he not 
been involved in the investigation. For 


X 

example, a blood sample may be taken 
from the patient because it is necessary 
to monitor his condition, but if the sam¬ 
ple taken is unusually large because of 
the investigation of the blood-typing de¬ 
vice, the patient is being subjected to 
additional risk. 

Some investigations of in vitro diag¬ 
nostic products involve considerable 
safety risk. This w r ould be true, for ex¬ 
ample, if a physician were to use an 
experimental product for detection of a 
serious condition without concomitant 
use of the accepted method, because the 
patient would be subjected to the risk 
that the disease would not be detect?! 
and, thus, deprived of an effective diag¬ 
nosis. The Commissioner believes it po - 
sible that different requirements should 
apply to investigations in these various 
situations and requests specific com¬ 
ments on this issue. 

It may be that an abbreviated consent 
form may be appropriate where there is 
not a safety risk and the chief concerns 
are that patients he informed that they 
pre subjects in an experiment and that 
their dignity and privacy be protected. 
These are valid ethical considerations 
even in investigational studies of devices 
that do not involve safety rfoks to sub¬ 
jects. To protect the dignity of subjects, 
it may be appropriate to require in¬ 
formed consent in connection with in¬ 
vestigations of devices on tissue, blood, or 
in any situation where the patient or any 
tissue from his body is involved in an 
experiment. Also, requiring informed 
consent even where there is no risk to 
the patient may be needed to protc?t 
privacy, such as informing a person who 
is being tested for venereal disease that 
an investigational product will be used 
and also assuring that, notwithstanding, 
his involvement in the experiment, his 
identity will remain confidential. 

Proposed 5 812.2(a)(2) clarifies that 
proposed Fart 812 does not apply to a^y 
device intended for veterinary use. Of 
course, if a product that is labeled for, or 
otherwise purported to be for, veterinary 
use i? found to be used in an investiga¬ 
tional 6tudy involving human subjects, 
such device will be regarded as intended 
for human use and therefore subject to 
the requirements of proposed Part 812. 

Proposed § 812.2(a) (3) -clarifies that 
proposed Part 812 is not limited to in¬ 
vestigational studies undertaken to de¬ 
velop data to obtain approval for com¬ 
mercial distribution of a derice, but also 
applies both to fundamental research on 
devices and to situations in which nn in¬ 
vestigational device is used by a practi¬ 
tioner to treat an indivdual human sub¬ 
ject. 

Under proposed 5 812.2(a)(4). pro¬ 
posed Part 812 would not apply to a 
vice that is being used in an experiment, 
but in a maimer and for a purpose which 
is included in labeling prescribed by 
regulation or approved under the pre- 
market approval provisions of the act. 

Section 520(g) of the act permits de- 
vices to be exempted, for purposes of in¬ 
vestigational use, from several provisions 
of the act that might otherwise bortheir 
shipment. A device may be exempted noi 
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only from the premarket approval re¬ 
quirements of section 515 of the act, but 
-Iso from requirements relating to per¬ 
formance standards, misbranding, regis¬ 
tration and premarket notification, and 
other matters. Thus, it is necessary for 
regulations to define circumstances in 
which shipment of a device for an in¬ 
vestigational study requires an exemp¬ 
tion to avoid violation of the other re¬ 
quirements. This is the primary objective 
of proposed § 812.2, and particularly 
paragraphs (b) and (c). 

There is little difficulty defining the 
circumstances in which devices that were 
not in commercial distribution on May 
28, 1976, the effective date of the Amend¬ 
ments, must comply with the require¬ 
ments of this part. Such devices are 
automatically classified in class m (pre- 
market approval) unless they arc sub¬ 
stantially equivalent to devices in com¬ 
mercial distribution on May 28, 1976 or 
have been reclassified in class I (gen¬ 
eral controls) or class III ‘performance 
standards). 

The only way in which a manufacturer 
o, other sponsor of a device that had not 
been in commercial distribution before 
May 28, 1976, can be sure that a device 
is substantially equivalent to one that 
was in commercial distribution before 
such date is where the sponsor has sub¬ 
mitted a premarket notification under 
section 510(k) of the act and received 
from FDA a response that the postenact¬ 
ment device is substantially equivalent to 
a pre-enactment device. Without a re¬ 
house from FDA to a premarket notifi¬ 
cation, the postenactment device is pre¬ 
sumptively in class m. Any postenact¬ 
ment device that remains in class III 
must have an approved application for 
premarket approval before it may be 
hipped for any use, or an exemption 
from the requirements of section 515 of 
the act <21 U.S.C. 360e> that rermits 
shipment for investigational use. If such 
a device has neither an approved applica¬ 
tion nor an investigational exemption, it 
h subject to regulatory action under sec¬ 
tion 501(f) (1) of the act. 

The Commissioner is proposing to 
treat any postenactment device that is 
determined to be substantially equiva¬ 
lent to devices in commercial distribu¬ 
tion on May 28, 1976. in the same fash¬ 
ion as the devices to which it is sub¬ 
stantially equivalent. He is proposing to 
treat any postenactment device that, 
though not substantially equivalent to 
any pre-enactment device, is reclassified 
m class I or class II in the some fashion 
as pre-enactment devices that are clas¬ 
sified in these categories. 

The principal difficulty has arisen in 
defining the npplicabfiity of these pro¬ 
posed regulations to devices that were 
m commercial distribution on the date 
°- the enactment of the new Amend¬ 
ments which have not been finally clas¬ 
sified, and for which the act provides 
transitional periods for the devices to 
achieve compliance with any require¬ 
ments concerning performance stand- 
SJ? °. r Premarket approval that may 
ultimately apply. The Commissioner be- 

leves that appropriate safeguards must 


apply to clinical investigations con¬ 
ducted during any transitional period ap¬ 
plicable to such devices that are classi¬ 
fied, or are likely to be classified, into 
class IH. Under the Amendments, at 
least 3 years will expire before any such 
device must have an approved applica¬ 
tion for premarket approval, because un¬ 
der section 501(f)(2)(B) of the act, a 
requirement for holding an approved ap¬ 
plication cannot be enforced until 30 
months after the effective date of a final 
regulation classifying a device in class 
HI. During this transitional period, 
manufacturers of such devices are likely 
to want to conduct clinical studies to as¬ 
sure that they will have sufficient safety 
and effectiveness information when the 
FDA publishes a regulation under sec¬ 
tion 515(b) of the act demanding the 
submission, within 90 days, of applica¬ 
tions for premarket approval. 

The Commissioner intends to assure 
that clinical investigations of any po¬ 
tential, or finally classified, class HI de¬ 
vice are conducted in accordance with 
the requirements of proposed Part 812 
for protection of human subjects, par¬ 
ticularly the requirements relating to 
informed consent and, where applicable, 
institutional committee review. The 
Food and Drug Administration also has 
an interest in assuring that clinical in¬ 
vestigations are conducted in a way that 
assures the reliability of data, both be¬ 
cause this will facilitate the agency’s 
eventual review of any resulting appli¬ 
cation for premarket approval and be¬ 
cause poorly conducted studies expose 
subjects to unnecessary risks. 

Competing concerns argue against ap¬ 
plication of the full requirements of 
proposed Part 812 to investigations of 
devices subject to a transitional period. 
First, because many of these products 
have been in clinical use for several 
years, there already exists a fairly well 
developed body of data supporting their 
safety and effectiveness. In such cases, 
the restrictions on labeling claims that 
should ordinarily apply during investi¬ 
gational studies may not be appropriate, 
and other requirements of the regula¬ 
tions may also be excessive. Second, the 
Amendments contemplate that pre- 
enactment class HI devices and substan¬ 
tially equivalent postenactment devices 
may continue to be distributed com¬ 
mercially during the,transitional period. 
It is doubtful that Congress intended in¬ 
vestigational device controls promul¬ 
gated under section 520(g) of the act to 
apply to the routine use of already mar¬ 
keted devices. At the same time, mem¬ 
bers of Congress probably expected that 
such controls would apply in instances 
where clinical use would result in de¬ 
velopment of data to be submitted to 
the FDA in an application for premar¬ 
ket approval. Third, many of the prod¬ 
ucts involved may be critical or life- 
sustaining, and imposition of investiga¬ 
tional device controls should not prevent 
their use. Finally, the Commissioner be¬ 
lieves that further testing of many de¬ 
vices that will ultimately be subject to 
premarket approval is desirable, and he 
is concerned that rigorous imposition 
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of investigational device controls may 
discourage such studies. 

In summary of the foregoing discus¬ 
sion, proposed § 812.2(b) defines the ap¬ 
plicability of proposed Part 812 to devices 
currently subject to a premarket approv¬ 
al requirement. Under 5 812.2(b), the 
proposed regulations would apply to any 
clinical use in humans of a device that 
falls in any of three categories: 

1. Devices classified in class III (pre- 
market approval) by section 513(f) of 
the act (21 U.S.C. 360c) (i.e., any device 
that was not in commercial distribution 
before Mav 28, 1976. and is not substan¬ 
tially equivalent to a device that was in 
commercial distribution before such 
date) that have not been reclassified in 
class I (general controls) or class H (per¬ 
formance standards) and for which no 
approved application for premarket ap¬ 
proval under section 515 of the act is in 
effect. 

2. Devices that were in commercial dis¬ 
tribution before Mav 28, 1976, or are sub¬ 
stantially equivalent to any device that 
was in commercial distribution before 
such date, and that have been classified 
in class in (premarket approval) by reg¬ 
ulation promulgated under section 513 
(d) of the act. ar.d for which after the 
applicable transitional period no ap¬ 
proved application for premarket approv¬ 
al under section 515 of the act is in effect. 

3. Devices that were regarded as new 
drugs or antibiotic drugs before May 28, 
1976 are class III devices under section 
520(1) of the act (special transitional 
procedures for products whose regulatory 
status has changed because of the re¬ 
vised definition of “device”), and for 
which no approved application for pre- 
market approval under section 515 of the 
act is in effect: as well as devices that 
were the subject of a notice of claimed 
exemption for an investigational new 
drug (IND) under Part 312 (21 CFR Part 
312). 

The Food and Drug Administration’s 
preliminary resolution of the applicabil¬ 
ity of investigational controls to devices 
not currently subject to the requirement 
of an approved application for premarket 
approval appears in proposed $ 812.2(c). 
Because of the foregoing concerns, the 
Commissioner specifically requests com¬ 
ments on the approach proposed. In par¬ 
ticular, the Commissioner invites com¬ 
ments on whether, or in what manner, 
investigations of devices not currently 
subject to a premarket approval require¬ 
ment should be distinguished from those 
that are currently subject to such a re¬ 
quirement; whether it is appropriate to 
apply the same controls to pre-enact¬ 
ment devices that are applied to substan¬ 
tially equivalent postenactment devices; 
whether the controls aoplicable to inves¬ 
tigational study of a device should vary 
with the device’s classification; and 
whether there are any uses of devices not 
currently subject to a premarket approv¬ 
al requirement, other than studies col¬ 
lecting data on safety and effectiveness, 
that should and may be subject to inves¬ 
tigational controls. 

Proposed § 812.2(c) limits the appli¬ 
cability of investigational device controls 
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before final classification regulations 
have been published to devices that are 
intended to be implanted in the human 
body, that are purported or represented 
to be for use in supporting or sustaining 
human life, or that pose an inherent sig¬ 
nificant hazard to patients or subjects. 
Thus, before final classification, there 
would be no circumstances in which in-‘ 
vestigational device controls would apply 
to a device that is not intended to be im¬ 
planted, is not for a life-supporting or 
life-sustaining use, or does not impose a 
significant hazard. Once a final regula¬ 
tion has become effective classifying in 
class in a device not yet subject, because 
of a transitional period, to the require¬ 
ments of an approved application for 
premarket approval, investigational con¬ 
trols would apply to any investigational 
study of the device, under proposed 
§ 812.2(c) (2) <ii). 

Additionally, when a final regulation 
has become effective classifying a device 
in class I (general controls) or class n 
< performance standards), investiga¬ 
tional controls 6ha)l apply to clinical 
tests of the device, if the device requires 
an exemption from the requirements of 
any of the provisions of the act enumer¬ 
ated in section 520(g) (2) (A) of the act. 
However, the Director of the Bureau of 
Medical Devices and Diagnostic Products 
may, upon petition by a sponsor, waive 
the applicability of any specific require¬ 
ment of the investigational controls 
for any study to which the controls 
would otherwise apply. In ruling upon a 
petition, the Director would consider, 
among other factors, the hazards that 
may be associated with the device in the 
investigational study proposed to be un¬ 
dertaken. 

Proposed 5 812.2(d) describes the rela¬ 
tionship between the investigational de¬ 
vice controls in proposed Part 812 and 
the product development protocol provi¬ 
sions in section 515(f) of the act. These 
provisions afford a means of obtaining 
PDA’s permission to market a class m 
device by a procedure other than the 
conventional premarket approval proce-’ 
dures in section 515 (c> through (e) of 
the act, which are modeled largely on 
the procedures for premarket approval 
of new drugs in section 505 of the act. 
Where FDA allows a device to be devel¬ 
oped pursuant to a product development 
protocol, the product is developed at the 
same time that data concerning safety 
and effectiveness are being collected, and 
it is expected that PDA and the advisory 
committees that serve as classification 
panels will provide substantial assist¬ 
ance to the sponsor concerning the test¬ 
ing and development of the product. 

Proposed 5 812.2(d)(1) provides that 
having in effect an approved notice of 
completion of a product development 
protocol shall be considered the equi¬ 
valent of having in effect an approved 
application for premarket approval of a 
device, for purposes of determining the 
applicability of investigational device 
controls to a product. 

Under proposed § 812.2(d) (2), Part 
812 shall apply to any study of a device 
pursuant to a product development pro¬ 


tocol. It may be appropriate for FDA to 
revise this provision when final regula¬ 
tions become effective prescribing proce¬ 
dures for developing a device pursuant to 
a product development protocol, if such 
regulations provide alternative provi¬ 
sions to achieve some or all of the ob¬ 
jectives of proposed Part 812. Until such 
regulations are promulgated, however, it 
is important that “the requirements for 
proof of safety and effectiveness are no 
less stringent under the [product devel¬ 
opment protocol! procedures than they 
are under the procedure requiring an ap¬ 
plication for premarket approval” which 
customarily occurs after an investiga¬ 
tional exemption (ref. 2, at 33). 

Under proposed 5 812.2(e), custom 
devices would be subject to investiga¬ 
tional controls just as any other device, 
even though section 520(b) of the act 
exempts custom devices from require¬ 
ments relating to performance stand¬ 
ards and premarket approval. In enact¬ 
ing the custom device provisions in sec¬ 
tion 520(b), Congress recognized that 
devices must sometimes vary from re¬ 
quirements in standards or premarket 
approval provisions to meet individual 
needs of practitioners and patients. 
However, Congress did not exempt cus¬ 
tom devices from otherwise applicable 
provisions of the act, including investi¬ 
gational device controls (ref. 2, at 45). 

DEFINITIONS 

Proposed 5 812.3 defines a number of 
terms used in proposed Part 812. Among 
the terms defined are “sponsor,” “in¬ 
vestigator,” and “sponsor-investigator.” 
These definitions, which are suitable for 
eventual adoption in general FDA regu¬ 
lations governing investigational use of 
products, differentiate between the du¬ 
ties of sponsors and investigators. “Spon¬ 
sor” is defined as a person who in ini¬ 
tiates and supports, by financial or other 
means, an investigational study of a de¬ 
vice but who does not actually conduct 
the study (i.e., docs not actually ad¬ 
minister the investigational device to. or 
use it involving, a subject) unless such 
person is a sponsor-investigator. “In¬ 
vestigator” means a person who actually 
conducts the investigational study of a 
device (i.e. f actually administers the in¬ 
vestigational device to, or uses it in¬ 
volving, a subject). “Sponsor-investi¬ 
gator” means a person who both initiates 
and conducts, alone or with others, an 
investigational study. A sponsor-investi¬ 
gator has the responsibilities both of 
sponsor under proposed Subparts B and 
C and of investigator under proposed 
Subparts E and P. 

A proposed definition of “person” 
clarifies that sponsors may be individ¬ 
uals, partnerships, corporations, asso¬ 
ciations, scientific or academic estab¬ 
lishments, government agencies, and 
other legal entities. 

The proposed regulation does not in¬ 
clude a definition of the term “com¬ 
mercial distribution.” A definition for 
this term will be included in proposed 
regulations soon to be published in the 
Federal Register by FDA implementing 
the registration and premarket notifica¬ 
tion requirements for medical devices 


under section 510 of the act. This pro¬ 
posed definition will govern any use of 
the term “commercial distribution” with 
regard to proposed Part 812. 

GENERAL QUALIFICATIONS FOR AN 
EXEMPTION 


Proposed § 812.5 enumerates the con¬ 
ditions that must be met for an investi¬ 
gational device to be exempted from 
otherwise applicable requirements of the 
act. 

Proposed § 812.5(a) requires the label 
of the device to bear the name and place 
of business of the manufacturer, packer, 
or distributor, the quantity of contents, 
and a cautionary statement that the 
device is limited to investigational use. 
If the investigational device is a diag¬ 
nostic product, the label is permitted to 
refer to the article as a diagnostic prod¬ 
uct to reduce possible confusion among 
investigators and other handlers of the 
device. The requirements proposed un¬ 
der 5 812.5(a) apply only when an in¬ 
vestigational device is shipped and do 
not apply so long as the device remains 
in the laboratory where it is developed. 
Where shipped, these label statements 
are necessary to assure that the origin of 
the product can be identified and to de¬ 
ter diversion of the product into nonin- 
vestigational use. 

Under proposed § 812.5 (b), the labeling 
of an investigational device shall not be 
false or misleading in any particular. 
This requirement, which is also found 
in section 502(a) of the act, is necessary 
to assure that false or misleading state¬ 
ments are not included in labeling of 
investigational devices. However, this re¬ 
quirement is not intended to interfere 
with investigational studies conducted in 
accordance with proposed Part 812. Thus, 
the labeling of an investigational device 
would not be regarded as false or mis¬ 
leading if it complied with the proposed 
regulations although it failed to bear in¬ 
formation expected in labeling of mar¬ 
keted devices. The Commissioner recog¬ 
nizes that one important purpose of in¬ 
vestigational studies is to determine what 
information should go in the labeling 
of a device. 

If a shipment of a device is for an In¬ 
vestigational study involving human sub¬ 
jects. under proposed § 812.5(c) an ex¬ 
emption is subject to additional condi¬ 
tions : 

1. An application for an investigational 
device exemption covering shipment 
must have been submitted by the sponsor 


under SubpartB. _ _ 

2. The required 30-day period of time 
must have elapsed followed the date of 
receipt of the application by FDA that 
the investigational study may commence 
under the proposed regulations, or if tne 
application seeks an exemption from the 
banned device provisions, the Commis¬ 
sioner must have approved the apphea- 

3. The Commissioner must not have 

disapproved the application for mi n- 
vestigational device exemption or with¬ 
drawn the exemption. . 

4. Each shipment of the device must 
have been made in accordance with tn 
commitments In the application ana a > 
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conditions imposed in the Commission¬ 
er’s approval of the application. 

5. The sponsor, any institutional review 
committee, and each investigator must 
have complied with applicable proce¬ 
dures, conditions, and requirements of 
proposed Part 812. 

If the device is to be shipped solely for 
tests in laboratory animals or for other 
t ests that do not involve human subjects, 
under proposed § 812.5(d) a condition 
to an exemption is that the requirements 
of proposed Subpart H must have been 
met. Additionally, under § 812.5(e), if 
the shipment is to be imported into or ex¬ 
ported from the United States, the re¬ 
quirements of proposed § 812.19 must 
have been met. 

Proposed § 812.5 is similar to § 312.1 
of the IND regulations, which prescribes 
the conditions of an exemption of a ship¬ 
ment or delivery of an investigational 
new drug under section 505 of the act. 
In proposed Part 812, a reference to a 
shipment of an investigational device is 
intended to include any form of delivery 
of such a device. After final promulga¬ 
tion of the proposed regulations, if any 
of the requirements of § 812.5 are not 
met. the device is subject to legal action 
under the provisions of the act that 
would apply to the device in the absence 
of the exemption. 


PETITIONS FOR WAIVER OF REQUIP EMENTS 


Proposed § 812.10 would permit any 
person subject to a requirement under 
proposed Part 812 to petition the Com¬ 
missioner for a waiver of such require¬ 
ment. The petition shall be submitted 
in accordance with proposed § 2.7 <21 
CFR 2.7) of the Food and Drug Admin¬ 
istration’s proposed regulations govern¬ 
ing administrative practices and proce¬ 
dures, which were published in the Fed¬ 
eral Register of September 3. 1975 (40 
FH 40682). Also, proposed §812.10 re¬ 
quires the petitioner to set forth both the 
basis for his belief that compliance with 
the requirement is not necessary to 
achieve the objectives of the investiga¬ 
tional device regulations and, where ap¬ 
propriate, any alternative means to 
achieve the objective of the requirement 
from which the waiver is sought. 


Although proposed § 812.10 is techni¬ 
cally unnecessary since any citizen may 
Petition the Commissioner under pro¬ 
posed § 2.7 concerning a requirement 
under the act, it is included as a con¬ 
venience to persons subject to the in¬ 
vestigational device regulations. For ex¬ 
ample, a sponsor might petition for waiv- 
cr or the provision in proposed § 812.62 
(a) which prohibits any sponsor or in¬ 
vestigator from participating in the se¬ 
ction of members for an institutional 
comm ittee that will review his in- 
estigational study. This may be appro- 
lat f where a medical faculty member 
“ lstrume ^tal in establishing an in¬ 
stitutional review committee and then, 
irivnlf* y f ars la ter, Plans to serve as an 
of O stlga ^ or 111 an investigational study 
wa medical device that Is subject to 
jsumtion under proposed Part 812. The 
oa and Drug Administration could de¬ 


cide to waive the provision of proposed 
§ 812.62(d) concerning participation by 
investigators or sponsors in selecting 
members of institutional review com¬ 
mittees if the agency finds that compli¬ 
ance with this provision is not necessary 
to achieve the objectives of proposed 
Part 812. 

Under proposed § 812.10, the person 
who submits the petition continues to be 
subject to the requirement from which a 
waiver is sought unless and until the 
Commissioner grants the petition. The 
Commissioner has discretion whether to 
grant such a petition. 

INFORMATION PREVIOUSLY SUBMITTED 

Proposed § 812.12 provides that when¬ 
ever proposed Part 812 requires the sub¬ 
mission to FDA of information or data 
that previously had been submitted, the 
information or data need not be resub¬ 
mitted but may be incorporated by ref¬ 
erence. This provision is similar to a pro¬ 
vision found in item 6.c. of the Form 
FD-1571 for sponsors of investigational 
studies of new drugs, appearing under 
§ 312.1(a) (2) in the IND regulations. 
This item provides that in lieu of sub¬ 
mitting information concerning compon¬ 
ents of an investigational new drug, a 
sponsor may incorporate by reference 
information previously submitted. 

Of course, under proposed § 812.12, the 
information previously submitted must 
have met the requirements of the regu¬ 
lations. 

REQUIREMENTS APPLICABLE TO IMPORTERS 

AND EXPORTERS OF INVESTIGATIONAL 

DEVICES 

Proposed § 812.19(a) sets forth re¬ 
quirements applicable to persons who 
import or offer for importation into the 
United States an investigational device. 
These requirements are similar to the 
requirements for importing investiga¬ 
tional new drugs under § 312.1(b) of the 
IND regulations. 

Proposed § 812.19(b) set forth re¬ 
quirements applicable to persons who ex¬ 
port from the United States to a foreign 
country devices that do not comply with 
the requirements of the act. 

Proposed § 812.19(b) (1) concerns any 
exportation of a noncomplying device 
and requires that the device conform to 
the specifications of the foreign pur¬ 
chaser, comply with the laws of the 
country to which it is being exported, 
be labeled for export on the outside of 
the shipping package, and not be sold 
or offered for sale in domestic commerce. 
These provisions are based on the re¬ 
quirements of section 801(d) of the act. 
both before and after enactment of the 
Amendments. 

Under proposed 5 812.19(b)(2), addi¬ 
tional requirements apply to the export 
of a device that does not comply with 
the requirements of section 514 of the 
act concerning performance standards, 
section 515 concerning premarket ap¬ 
proval, section 516 authorizing banning 
of devices, and section 520(g) authoriz¬ 
ing exemptions for investigational use of 
medical devices. Any person who exports 


from the United States a device, which 
is subject to but does not comply with 
section 514, 515, or 516 of the act, for 
an investigational study involving hu¬ 
man subjects, must comply with a num¬ 
ber of additional requirements beyond 
those enumerated in proposed § 812.19 
(b) (1). First, the exporter shall comply 
with, or shall assure that another per¬ 
son has complied with, the requirements 
applicable to sponsors. Second, the ex¬ 
porter or other person shall obtain the 
approval of the government of a for¬ 
eign country to which the device is pro¬ 
posed to be shipped. Third, the exporter 
or other person shall submit to FDA a 
copy of this approval, a request for per¬ 
mission to export the device, and an 
explanation of why the proposed export 
of the device is not contrary to the 
public health and safety. Finally, there 
must have been a determination by the 
Commissioner that the export of the 
device to the foreign country is not 
contrary to the public health and a no¬ 
tice by FDA to the exporter or other 
person of this determination. 

The additional requirements appli¬ 
cable to export of devices for investiga¬ 
tional use that do not comply with sec¬ 
tions 514, 515, or 516 pf the act are 
based on new provisions of section 801 
<d> of the act as added by the Amend¬ 
ments. These provisions have required 
FDA to take a stricter approach to ex¬ 
portation for investigational use of de¬ 
vices than the agency has taken con¬ 
cerning export for investigational use 
of new drugs under § 312.1(a) (2) of the 
IND regulations. The Commissioner rec¬ 
ognizes that the Amendments have the 
anomalous result of affording more pro¬ 
tection to foreign subjects of investiga¬ 
tional studies conducted by United 
States sponsors than are afforded to do¬ 
mestic subjects, since section 801(d) of 
the act, as amended, requires affirmative 
approval of the export while new sec¬ 
tion 520(g) (4) of the act provides that 
an investigational study is generally 
deemed approved 30 days after receipt 
of an application, unless disapproved 
by the Commissioner during this period. 
Although the Commissioner believes that 
this result is probably compelled by the 
Amendments, he invites suggestion of al¬ 
ternative approaches. The proposed reg¬ 
ulations do not state criteria for the 
Commissioner’s determination that an 
export of a device for investigational use 
is contrary to public health and safety. 
The Commissioner also invites sugges¬ 
tions as to appropriate criteria for this 
determination and, in particular, the ex¬ 
tent to which the Commissioner should 
take into account the health and safety 
of subjects in foreign countries. 

APPLICATIONS FOR EXEMPTION FOR INVESTI¬ 
GATIONAL STUDIES INVOLVING HUMAN 

SUBJECTS 

Proposed Subpart B states require¬ 
ments for applications for exemption for 
investigational studies involving human 
subjects. Proposed Subpart B sets forth 
requirements applicable to sponsors of 
investigational studies, including sponsor 
investigators. 


FEDERAL REGISTER, VOL. 41, NO. 163—FRIDAY, AUGUST 20, 1976 






35288 


PROPOSED RULES 


APPLICATION 

Proposed § 812.20 sets forth the re¬ 
quired content of an application for an 
investigational device exemption. Pro¬ 
posed § 812.20(a) describes technical re¬ 
quirements for the application, i.e., that 
four copies shall be submitted, the ad¬ 
dress to which the application is to be 
mailed, and the statements to appear on 
the outside wrapper. 

Proposed § 812.20(b) describes the sub¬ 
stantive information to be included in an 
investigational device exemption, which 
shall be submitted on a form that will be 
made available by FDA before the effec¬ 
tive date of the final regulations. For the 
most part, the information to be sub¬ 
mitted in an application for an investi¬ 
gational device exemption is similar to 
the information to be submitted on Form 
FD-1571, “Notice of Claimed Exemption 
for an Investigational New Drug" under 
§ 312.1(a) (2> of the IND regulations. 
However, the contents of the applica¬ 
tion are described in the proposed regu¬ 
lation rather than in the form used for 
requesting an exemption. 

Before final issuance of the proposed 
regulations, FDA will make forms avail¬ 
able for use by sponsors to apply for in¬ 
vestigational device exemptions and to 
obtain signed statements from investi¬ 
gators. These forms may also be printed 
in the Federal Register as an apepndix 
to the final regulations. 

Like the IND regulations, the proposed 
investigational device regulations require 
the application for an exemption to con¬ 
duct an investigational study to include 
the following: 

(1) The name of the article and how it 
is to be administered, (2) a statement of 
components of the article, (3) a state¬ 
ment of manufacturing methods, facili¬ 
ties. and controls, (4) information con¬ 
cerning any institutional review com¬ 
mittee that is to review, approve, and 
monitor the investigational study, (5) in¬ 
formation about the investigational plan, 
(6) a report of prior investigations and 
experience with the article Including 
safety tests in animals, (7) all informa¬ 
tional material, including the labeling, 
to be supplied to the investigator, (8) a 
description of the necessary qualifica¬ 
tions for investigators, (9) the name and 
qualifications of the individual who is to 
monitor the progress of the study for the 
sponsor, <10> assurance that the sponsor 
will comply with applicable require¬ 
ments. (II) justification for any sate of 
an investigational article. (12) reasons 
for any requested waiver of the require¬ 
ment that an investigation not begin be¬ 
fore the expiration of 30 days after FDA 
receives an application, and (13) when 
requested by FDA after receipt of an ap¬ 
plication. an environmental impact anal¬ 
ysis report. 

Under new section 520(g) of the act, 
the contents of an application for an in¬ 
vestigational device exemption will vary 
depending upon whether the study will be 
reviewed, approved, and monitored by an 
institutional review committee. When 
there is a committee, the sponsor must 
provide that committee with the investi¬ 


gational plan and a report of prior in¬ 
vestigations of the device. Although the 
sponsor’s application to FDA for an in¬ 
vestigational device exemption for a 
study to be monitored by a committee 
must include the complete report of prior 
investigations, it need include only a 
summary of the investigational plan for 
the study. When there is no committee, 
the application to FDA for an investiga¬ 
tional exemption is to include a complete 
investigational plan as well as a complete 
report of the prior investigations of the 
device. 

Accordingly, proposed 15 812.20(b)(5) 
and (6) distinguish the situation in 
which there is an institutional review 
committee, in which case FDA receives 
only a summary of the investigational 
plan and Information concerning the 
committee's review and approval, from 
the situation in which there is no com¬ 
mittee, in which case FDA receives the 
complete investigational plan. In either 
case, FDA must receive reports of prior 
investigations of a device. 

The proposed investigational device 
regulations differ from the IND regula¬ 
tions in that they require the committee 
to have approved an investigational 
study before an application for an in¬ 
vestigational device exemption is sub¬ 
mitted to FDA. The IND regulations re¬ 
quire only that the sponsor assure FDA 
that the study will not begin until it is 
approved by the committee. Proposed 
§ 812.20(b) (7) requires the application 
for an investigational device exemption 
to include a copy of all forms to be used 
to obtain informed consent of human 
subjects. This requirement is to enable 
FDA to monitor compliance with pro¬ 
posed Subpart F of proposed Part 812 
concerning informed consent of human 
subjects. Although the IND regulations 
do not explicitly require submission of 
informed consent forms, often such in¬ 
formation is submitted among the infor¬ 
mational materials for investigators that 
the sponsor must submit to FDA under 
item 12. of Form FD-1571 for sponsors of 
investigational new drug studies. 

Under proposed § 812.20(b) (10), the 
application must include a copy of the 
signed statements of investigators who 
will participate in the investigational 
study. Although the IND regulations, like 
proposed § 812.43^b), require that the 
sponsor obtain these signed statements 
from investigators, the IND regulations 
do not now require submission to FDA of 
a copy of these statements. Rather, the 
IND regulations require only a submis¬ 
sion of a list of investigators, to be up¬ 
dated, with an assurance by the sponsor 
that signed forms will be obtained. 

In proposed § 812.20(b) (12) there is 
another new requirement that the spon¬ 
sor inform FDA in the application as to 
whether any institutional review commit¬ 
tee has ever disapproved any investiga¬ 
tional study of the device and the reasons 
for such disapproval. This information 
will aid FDA in determining whether the 
agency should approve an investigational 
study. Although a study may have been 
disapproved on grounds other than those 
for FDA disapproval under proposed 


§ 812.30, the Commissioner believes that 
FDA’s review of an application for in¬ 
vestigational device exemption will be 
assisted by information concerning any 
disapproval of an investigation of the 
device by an institutional review 
committee. 

Under proposed § 812.20(b) (14), the 
sponsor who intends to be compensated 
for an investigational device shall sub¬ 
mit a full explanation of why, consider¬ 
ing manufacturing and other costs, the 
proposed compensation is necessary and 
the amount of the proposed compensa¬ 
tion is reasonable, along with a state¬ 
ment that the sponsor understands that 
any failure by FDA to disapprove such 
compensation is not to be regarded as 
permitting the commercialization of an 
investigational device, which is pro¬ 
hibited by proposed $ 812.50. The policy 
expressed in proposed 8 812.20(b) (14) 
has prevailed under the IND regulations 
for a number of years. The Commissioner 
recognizes that it has often been cus¬ 
tomary for sponsor to charge subjects or 
investigators for investigational devices 
and. accordingly, invites specific com¬ 
ment as to whether the policy that has 
applied to drug investigations should, as 
proposed, be included in the investiga¬ 
tional device regulations. In addition, the 
Commissioner invites suggestions con¬ 
cerning a definition of “commercializa¬ 
tion,” a term also appearing (and also 
undefined) in the IND regulations and 
generally understood to consist of any of 
the practices involving promotion and 
sate of investigational products, which 
are prohibited by the IND regulations 
and would be prohibited by proposed 
$ 812.50. 

As provided under the IND regulations, 
sponsors do not ordinarily have to submit 
environmental impact analysis reports 
with applications for investigational de¬ 
vice exemptions. Such a report shall only 
be submitted upon request by FDA after 
the agency receives an application and, 
if requested, the report shall meet the 
requirements of Part 8 (21 CFR Part 6), 
Jlie agency’s regulations concerning en¬ 
vironmental impact analysis. 

INVESTIGATIONAL PLAN 

Proposed § 812.25 states the require¬ 
ments for an investigational plan for the 
investigational study of a device. The 
proposed requirements are in the nature 
of umbrella regulations setting forth 
general rules concerning investigational 
studies of devices. Proposed 8 812.25 will, 
if appropriate, be supplemented by spe¬ 
cific regulations or guidelines concerning 
investigational studies of particular de¬ 
vices or a class of devices. 

Proposed § 812.25(a) is similar in sev¬ 
eral respects to the IND regulations, e g., 
items 10. a. and b. of Form FD-1571 for 
sponsors of investigational new drug 
studies and items 4. and 5. of Form Fp- 
1572 and item 3. of Form FD-1573 for 
investigators in drug studies. 

As provided in new section 520tg) ol 
the act, under proposed 8 812.25(b) the 
procedures and conditions in the invesr*- 
gational plan may vary depending on (D 
the scope and duration of the investiga¬ 
tional study, (2) the number of human 
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subjects who are to be involved In the 
study. (3) the need to permit changes to 
be made in the device during the study, 
and (4) the purpose of the study, e.g., 
whether the study is designed for the 
purpose of developing data to obtain ap¬ 
proval for the commercial distribution of 
the device. 

Proposed § 812.25(c) contains a re¬ 
quirement similar to that in item 10 c. 
of Form FD-1571 for sponsors of inves¬ 
tigational new drug studies that an in¬ 
vestigational plan w ill not ordinarily be 
regarded as reasonable unless it provides 
for more than one independent compe¬ 
tent investigator to maintain adequate 
case histories of an adequate number of 
subjects (as described in proposed ? 812.- 
111). However, under the proposed inves¬ 
tigational device regulations, this re¬ 
quirement is limited to an investigational 
study that is for the purpose of develop¬ 
ing data to obtain approval fer the com¬ 
mercial distribution of the device. 

Under proposed § 812.25 d). as in the 
IND regulations, animal tests may con¬ 
tinue during studies involving human 
subjects. This policy is am ng those be¬ 
ing reviewed by FDA in its efforts to im¬ 
prove standards for clinical investiga¬ 
tions. 

The proposed regulations do not pre¬ 
scribe the contents of the summary of 
the investigational plan that is to be sub¬ 
mitted to FDA under proposed § 812.20 
(b) (5) where there is an institutional 
review committee to review the complete 
investigational plan. This should include 
a summary of each of the items required 
to be included in an inv..: lan 

under § 812.25. If. from comments re¬ 
ceived, it appears to be desirable to pre¬ 
scribe the contents of a summary of an 
investigational plan, the Commissioner 
will do so in the final regulations. 


REPORT OF PRIOR INVESTIGATIONS 
OF A DEVICE 


Proposed § 812.27 sets forth the re¬ 
quirements for reports of prior investiga¬ 
tions of a device, to be submitted to an 
institutional review committee, if any, 
and to FDA. Such a report shah include 
information concerning prior investiga¬ 
tions of a device adequate to justify the 
proposed investigational study as de¬ 
scribed in the investigational plan. Pro¬ 
posed § 812.27 is similar in many respects 
to the IND regulations. (See, e.g., item 
6. of Form FD-1571 for sponsors of 
investigational new drug studies.) 

Proposed § 812.27(d) would establish a 
general rule that animal tests be a pre¬ 
requisite to tests of devices in human sub¬ 
jects to establish the safety of the device, 
except where tests on animals would be 
inappropriate, such as where there ha\e 
been adequate in vitro tests or there is 
i)mpie literature concerning prior clin- 
ical investigations or clinical experience. 
rnis topic is among those currently be¬ 
ing reviewed by FDA in its efforts to 
improve regulations regarding clinical 
investigations. 


cnK.i? 10 ! 1811 the regulations require 
ihA, 1 *? 011 °* a 8um niary of information 
lnvesti « a Lions and experience with 
»cu\e components, proposed § 812 . 27 (e) 


requires submission of such a summary 
only where the information about a com¬ 
ponent is needed to justify the investiga¬ 
tional use of the device, since such in¬ 
formation is not always needed to 
evaluate an investigational study of a 
device. 

FDA REVIEW OF, AND ACTION ON, 

AN APPLICATION 

Proposed § 812.30 describes the proce¬ 
dure for FDA’s review of applications 
for investigational device exemptions 
and for acting on such applications. 

Under proposed $ 312.30<a>, FDA will 
notify the sponsor of the date of receipt 
of an application for an investigational 
device exemption submitted in accord¬ 
ance with proposed Subpart B. The no¬ 
tice of receipt will inform the sponsor 
that the investigational study may not be 
commenced for 30 days from the date of 
receipt of the application, unless the 
agency has decided to waive the 30-day 
time requirement and so informs the 
sponsor, or in the case of an application 
for an exemption from the banned device 
provisions, until FDA approves the ap¬ 
plication. 

Under proposed § 812.30(b), the Com¬ 
missioner may return an application 
during the 30-day period if he finds that 
the application does not meet the re¬ 
quirements of proposed Subpart B. A 
procedure is provided for correcting 
deficient applications. However, if re¬ 
jected as deficient after submitted a sec¬ 
ond time, the application will be regarded 
as disapproved. 

Under proposed § 812.30(c) (1), an 
application for an investigational device 
exemption is deemed approved on the 
30tli day after receipt by FDA. unless the 
Commissioner disapproves the applica¬ 
tion on or before that day or notifies the 
sponsor that the application does not 
meet the requirements of proposed Sub¬ 
part B. This provision is based on new 
section 520(g)(4) of the act and is 
similar to the IND regulations. However, 
under the act and proposed § 812.30(c) 
(2), an application for an exemption 
from a banned device regulation shall 
not be considered approved unless the 
Commissioner affirmatively aoproves the 
application and so notifies the sponsor. 
The 30-day time limit does not apply to 
consideration of an application for 
exemption from a banned device regula¬ 
tion. 

Proposed § 812.30(d) sets forth the 
grounds for disapproval of an applica¬ 
tion for an investigational device exemp¬ 
tion, which are similar to the grounds for 
disapproval of an IND. Proposed § 812.- 
30(e) sets forth as an additional ground 
for disapproval of an application the de¬ 
termination by the Commissioner that 
the proposed investigational study sub¬ 
jects human subjects to undue risks; the 
regulation enumerates factors to be con¬ 
sidered in such a determination. This 
provision is based on criteria for dis¬ 
approval of an investigational study by 
an institutional review committee in the 
Department regulations under 45 CFR 
46.2. 

Under proposed § 812.30(f), the Com¬ 
missioner may approve conditionally an 


application for an exemption under Sub¬ 
part B. For example, as a condition of an 
approval, the Commissioner could re¬ 
quire that the sponsor report to the 
agency semiannually rather than an¬ 
nually. or an application could be ap¬ 
proved on the condition that a category 
of proposed subjects, e.g., children, be 
excluded from the study. 

Finally, proposed 5 812.30(g) sets forth 
the procedure for the Commissioner’s 
approval of an application for an exemp¬ 
tion from a banned device regulation and 
for disapproval or conditional approval 
of any application. No procedure is neces¬ 
sary for FDA approval of applications 
except where the sponsor seeks an 
exemption from a banned-device regu¬ 
lation. since an application is generally 
deemed approved 30 days after FDA re¬ 
ceives the application, unless the agency 
acts to reject or disapprove the applica¬ 
tion. A sponsor who has received a noti¬ 
fication of disapproval or conditional 
approval is afforded an opportunity for 
a regulatory hearing pursuant to Sub¬ 
part F of Part 2 of FDA proposed regula¬ 
tions concerning administrative practices 
and procedures, published in the Federal 
Register of September 3. 1975 (40 FR 
40682). New section 520(g) of the act 
requires that FDA afford an opportunity 
for an informal hearing (the functional 
equivalent of FDA’s regulatory hearing 
under Subpart F of Part 2) u'here an 
application for an investigational device 
exemption is disapproved. 

Under the proposed regulations, spon¬ 
sors may petition for waiver of the usual 
requirement that investigational studies 
not commence until 30 days after receipt 
bv FDA of an application for an investi¬ 
gational device exemption. This provi¬ 
sion for waiver is based on the IND regu¬ 
lations and, although such waiver is not 
expressly provided for in new section 520 
(g) of the act, the Commissioner believes 
it desirable to provide for such waiver in 
appropriate cases in investigational 
studies of devices. The proposed regula¬ 
tions do not state the criteria for a deci¬ 
sion by the Commissioner to waive the 
30-d^y delay. However, comments are in¬ 
vited on appropriate criteria for such 
waiver. 

There is no provision in proposed 
§ 812.30 for review of applications for 
investigational device exemptions by the 
classification panels that make recom¬ 
mendations to FDA on classification of 
devices pursuant to section 513 of the act 
and on applications for premarket ap¬ 
proval under section 515 of the act. Sec¬ 
tion 520(g) of the act does not provide 
for referral of applications for investi¬ 
gational device exemptions to the clas¬ 
sification panels and, indeed, such refer¬ 
ral would be difficult, if not impossible, 
to accomplish in view of the obligation 
that FDA review such applications with¬ 
in 30 days. However, FDA intends to seek 
the advice of its classification panels 
concerning applications for investiga¬ 
tional device exemptions on a case-by- 
case basis, where a panel’s expertise is 
needed and can be provided in a suffi¬ 
ciently timely manner, such as for post¬ 
approval review and monitoring. 
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WITHDRAWAL OF AN INVESTIGATIONAL 
DEVICE EXEMPTION 

Proposed § 812.35 prescribes the cri¬ 
teria and procedures for withdrawal of 
an exemption for the investigational use 
of a device granted under proposed Part 
812. 

The grounds for withdrawal of an 
investigational device exemption under 
proposed § 812.35(a) are similar to the 
grounds for terminating an IND under 
5 312.1(d). In addition, under proposed 
§ 812.35^b). an exemption shall be with¬ 
drawn if the Commissioner determines 
that the investigational study subjects 
human subjects to undue risks. This pro¬ 
vision is based upon the Department reg¬ 
ulations under 45 CFR 46.2 concerning 
review of clinical investigations by in¬ 
stitutional review committees. 

Proposed § 812.35(c) requires an order 
withdrawing an exemption to include a 
complete statement of the reasons for 
the Commissioner’s-action. Such order 
shall be issued only after the sponsor 
lias been afforded an opportunity for a 
regulatory hearing under Subpart P of 
Part 2 (the proposed FDA regulations 
discussed earlier), except that an order 
of withdrawal may be issued before pro¬ 
viding an opportunity for such a hearing 
if the Commissioner determines that 
continuation of testing under the ex¬ 
emption will result in an unreasonable 
risk to the public health or safety. The 
Commissioner intends that a discovery 
that crucial data submitted in support 
of an investigational study were false 
could result in immediate withdrawal of 
the exemption because, under the cir¬ 
cumstances, continuation of testing 
could result in an unreasonable risk to 
the public health and safety. 

Because of specific provisions in new 
section 520(g) of the act, the procedure 
for withdrawing an investigational de¬ 
vice exemption differs somewhat from 
the current procedures for terminating 
an IND. First, no provision is included 
for a prehearing conference concerning 
a proposed withdrawal of an exemption, 
although such a conference could occur 
absent a provision in the regulation. 
Second, the IND regulations include a 
more stringent standard for FDA orders 
terminating testing prior to affording the 
sponsor an opportunity for a hearing: 
an IND may be temllnated prior to op¬ 
portunity for such a hearing only if con¬ 
tinuation of the investigation presents 
an imminent hazard to the public health. 
Proposed 5 812.35(c) follows the proce¬ 
dures in the Amendments rather than 
the IND regulations in these two respects. 

Proposed 5 812.35(d) permits an ex¬ 
emption for investigational use of a de¬ 
vice that was withdrawn to be reinstated 
if the sponsor satisfies the Commissioner 
that the grounds for withdrawal of the 
exemption no longer apply. This provi¬ 
sion parallels § 312.1(d) of the IND 
regulations. 

CONFIDENTIALITY OF DATA AND INFORMATION 
IN AN APPLICATION 

Proposed § 812.38 prescribes the rules 
governing confidentiality of data and 
information in an application for an in¬ 
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vestigational device exemption. This sec¬ 
tion is similar to § 312.5 of the IND regu¬ 
lations. The preamble of the final regu¬ 
lation promulgating § 312.5, published 
in the Federal Register of December 24, 
1974 (39 FR 44602), includes useful 
guidance concerning the interpretation 
of this section. 

SUPPLEMENTAL APPLICATIONS AND 

SUBMISSIONS CONCERNING APPLICATION 

Proposed 5 812.39 describes the situa¬ 
tions in which a supplemental applica¬ 
tion is required to update an application 
submitted under proposed § 812.20. 

Under the general rule in proposed 
5 812.39(a). information contained in an 
application may be updated by a report 
to FDA under proposed § 812.55. Usually 
it will be sufficient for changes in the 
application to be described in a spon¬ 
sor’s report that is submitted annually, 
or at another appropriate interval, under 
proposed 5 812.55. 

There three exceptions to the general 
rule that an application may be updated 
by means of the sponsor’s regular re¬ 
ports. First, under proposed § 812.39(b), 
sponsors must obtain FDA’s review and 
prior approval of proposed changes in, 
or deviations from, the investigational 
plan which may affect the validity of the 
study or the rights or safety of human 
subjects, except where the change or de¬ 
viation is necessary to eliminate or re¬ 
duce an apparent immediate hazard to 
the safety of a human subject participat¬ 
ing in the study, in which case notice 
shall be submitted as soon as possible 
after the change or deviation has oc¬ 
curred. Second, under proposed § 812.39 
(c). sponsors must submit any additional 
signed statements of investigators to 
FDA before such investigators may be¬ 
gin participation in an investigational 
study unless FDA approves addition of 
the investigators by rapid communica¬ 
tion techniques before submission of 
signed statements of life-threatening 
situations. Third, under proposed § 812.- 
39(d), sponsors shall submit to FDA at 
the time they are provided to investiga¬ 
tors any additional forms, or revisions in 
forms, to be used by investigators to ob¬ 
tain informed consent of human sub¬ 
jects, as well as any additional or re¬ 
vised informational materials supplied to 
investigators which had not been sub¬ 
mitted in the application or in any sub¬ 
sequent submissions. 

An important element of the proper 
scientific approach to research is to pre¬ 
pare a plan or protocol defining the re¬ 
search objective or hypothesis and out¬ 
lining how it is to be attained or tested, 
such as the investigational plan required 
under 5 812.25. The Food and Drug Ad¬ 
ministration traditionally has viewed 
these plans and protocols as an essen¬ 
tial prerequisite to a study but recog¬ 
nized that research on living things, 
especially human beings, requires 
greater flexibility than a pure mechani¬ 
cal science: on the one hand, modifica¬ 
tions may be necessary to take into ac¬ 
count new information indicating avoid¬ 
able safety risks; on the other hand, a 
thesis may be established earlier than 
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anticipated, e.g., overwhelming evidence 
of effectiveness or lack of effectiveness in 
initial trials. Therefore, the agency has 
permitted modification of a plan or pro¬ 
tocol by the investigator without prior 
approval of the sponsor based on infor¬ 
mation gained during the study. See, e.g., 
the IND regulations, item 5. of Form FD- 
1572 for investigators. 

Experience has indicated, however, 
that other significant changes have been 
made in a plan or protocol without no¬ 
tice to, or approval by, a sponsor. These 
changes have in some cases undermined 
the validity of the study and have in 
others exposed subjects to different risks 
or inappropriately affected their rights. 
The Commissioner reasserts the agen¬ 
cy’s commitment to encouraging re¬ 
search and to providing wide latitude to 
clinical investigators. The Commissioner 
is proposing, however, that the approval 
of FDA and the institutional review com¬ 
mittee must be obtained when certain 
types of changes are considered, unless, 
of course, a change is necessary to elimi¬ 
nate or reduce an apparent immediate 
hazard to the safety of human subjects, 
in which case immediate action Is justi¬ 
fied. Proposed § 812.39(b) (3) illustrates 
situations in which the prior approval re¬ 
quirement applies. 

SPONSOR RESPONSIBILITIES IN INVESTIGA¬ 
TIONAL STUDIES INVOLVING HUMAN SUBJECTS 

Proposed Subpart C enumerates the 
responsibilities of sponsors, including 
sponsor-investigators, in investigational 
studies involving human subjects. 

GENERAL 

Proposed § 812.40 explains that the re¬ 
quirements of proposed Subpart C are 
conditions to any exemptions for in¬ 
vestigational studies under proposed Part 
812 and are in addition to any other 
requirements applicable to sponsors 
under the act or under Chapter I of 21 
CFR. For example, sponsors are also sub¬ 
ject to requirements under Subpart B of 
proposed Part 812 concerning applica¬ 
tions for investigational device exemp¬ 
tion and may be subject to requirements 
to be prescribed in future regulations 
concerning applications for premarket 
approval under section 515 of the act. 

REVIEW OF THE INVESTIGATIONAL STUDY BY 

FDA AND THE INSTITUTIONAL REVIEW 

COMMITTEE 

Proposed § 812.42(a) requires the spon¬ 
sor to submit for review and approval by 
FDA an application for an investiga¬ 
tional device exemption, in accordance 
with Subpart B of proposed Part 812, be¬ 
fore any human subjects are allowed to 
participate in the investigational study. 
The sponsor must also meet the other 
requirements, which are conditions for 
an investigational device exemption 
under proposed 3 812.5, and assure that 
FDA is provided both the information 
concerning the proposed investigational 
study and the device needed for FDA 
review, approval, and monitoring of the 
study. 

Proposed 5 812.42(b) prohibits a spon¬ 
sor from allowing human subjects to par- 
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ticipate in a proposed investigational 
study until such time as the study has 
been reviewed by. and an investigational 
device exemption has been obtained 
from, FDA pursuant to Subpart B of pro¬ 
posed Part 812. 

Proposed § 812.42(c) sets forth addi¬ 
tional requirements applicable to spon¬ 
sors where the proposed investigational 
study is subject to an institutional re¬ 
view requirement under Subpart D of 
proposed Part 812. The proposed require¬ 
ments would enable the committee effec¬ 
tively to review, approve, and monitor an 
investigational study. 

The requirements applicable to spon¬ 
sors of investigational studies of devices 
under proposed § 812.42 have counterpart 
rc juirements, or implied requirements, 
under the IND regulations, e.g., items 
lO.c. and 14. of Form FD-1571 for spon¬ 
sors of IND’s and item 3. in Form FT- 
1572 and item 2.a. in form FD-1573 for 
investigators. 

SELECTION OF INVESTIGATORS 

Proposed $ 812.43(a) requires a sponsor 
to select as investigators only individuals, 
who, because of their training or ex¬ 
perience, qualify as suitable experts to in¬ 
vestigate the safety and effectiveness of 
the device and who have the ability and 
commitment to comply with the investi¬ 
gational plan and the procedures, condi¬ 
tions, and requirements applicable to in¬ 
vestigators under proposed Part 812. Pro¬ 
posed § 812.43(b) requires the sponsor to 
obtain from each investigator who will 
participate in the investigational study a 
signed statement for submission to FDA 
that includes (1) information concern¬ 
ing the investigator’s qualifications, (2) 
agreement to comply with the in¬ 
vestigational plan, the regulations, and 
any conditions of approval of an applica¬ 
tion. (3) an agreement that any use of 
the device involving human subjects will 
be under the investigator’s supervision, 

(4) a statement as to whether any inves¬ 
tigational study or other research by the 
investigator has been discontinued, and 

(5) the name and qualifications of any 
other investigator under the supervision 
of the investigator signing the statement 
who will participate in the investigational 
study.. 

Under the IND regulations, sponsors 
have an implied duty in item 8. of Form 
ID-1571 to select only competent indi¬ 
viduals as investigators. This duty is be- 
0XI)ressed directly in proposed § 812.- 

Section 312.1 <a) (12) and (13) of 
the IND regulations require sponsors to 
obtain from investigators signed state¬ 
ments setting fortli the investigators’ 
qualification* to participate in a study 
i a number of commitments by the in¬ 
vestigators relevant to the conduct of the 
study. As discussed earlier, the IND reg¬ 
ulations do not now require that the in¬ 
vestigators' signed statements be sub¬ 
mitted to FDA, although item 9. of Form 
^D- 157 i for IND sponsors requires that 
FDA be provided a list of the names of 
investigators, to be updated, along with 
Vive sponsor’s assurance that the required 
signed statements will be obtained. 


CONTROL OVER THE INVESTIGATIONAL DEVICE 

Proposed § 812.45 requires sponsors to 
permit the investigational device to be 
shipped only to investigators who have 
signed the required statements; to recall 
any unused supply of an investigational 
device when a study is completed or dis¬ 
continued, or the exemption is with¬ 
drawn; to maintain adequate and accu¬ 
rate records showing the shipment, re¬ 
ceipt, or other disposition of devices; and 
to assure that the methods, facilities, and 
controls for manufacture, processing, 
storage, and installation of the device 
adequately assure the safety and effec¬ 
tiveness of the device. The investigators 
would be subject to similar requirements 
relating to control over investigational 
devices, under proposed § 812.107. dis¬ 
cussed in detail below in this preamble. 

The IND regulations include require¬ 
ments, or implied requirements, which 
are counterparts to the proposed require¬ 
ments for sponsors concerning control 
over investigational devices in § 812.45. 
An investigational new drug may only be 
shipped to investigators who have signed 
the required statements. Under § 312.1 
(d) of the IND regulations, the sponsor 
must recall unused supplies of investiga¬ 
tional new drugs upon termination of an 
IND. Shipment records on investigational 
new drugs are required under § 312.1(a) 
(4). Sponsors have implied obligations 
concerning the methods, facilities, and 
controls used for the manufacturing, 
processing, and packing of investiga¬ 
tional new drugs under item 5. of Form 
FD-1571 for sponsors of investigational 
studies of new drugs. 

MONITORING THE INVESTIGATIONAL STUDY 

Proposed § 812.46(a) requires sponsors 
to monitor the investigational study con¬ 
tinuously to assure that the requirements 
of proposed Part 812 are met and to eval¬ 
uate data regarding device safety and ef¬ 
fectiveness upon receipt of such data 
from investigators. 

Proposed § 812.46(b) requires the spon¬ 
sor to designate an appropriately trained 
individual to monitor the study and eval¬ 
uate the data received frominvestigators. 
Proposed § 812.46(c) requires that the 
sponsor assure that participating investi¬ 
gators conduct the investigational study 
in accordance with the investigational 
plan, the requirements of proposed Part 
812, and any conditions of approval of 
an application for an investigational de¬ 
vice exemption imposed under § 812.30 
(f). Proposed 5 812.46(d) requires a 
sponsor to discontinue shipments of an 
investigational device to &ny investigator 
who has failed to comply with the inves¬ 
tigational plan, proposed Part 812, and 
any conditions of approval. Proposed 
§ 812.46(e) requires the sponsor to have 
and to comply with an adequate plan for 
monitoring the investigational study. 

Proposed § 812.46(f) requires the spon¬ 
sor to undertake a special investigation 
whenever he learns of any adverse effect 
which may reasonably be regarded as 
caused by. or probably caused by, the In¬ 
vestigational device and it was not pre¬ 
viously anticipated in any material sub¬ 


mitted to FDA. (The sponsor is also ex¬ 
pected to monitor and investigate antici¬ 
pated adverse effects of a device as a part 
of the sponsor’s general duty to monitor 
the study under proposed 5 812.46(a) and 
to describe findings of such investigation 
in reports to FDA under proposed § 812.- 
55). The sponsor must also undertake a 
special investigation of any known deaths 
of subjects and any life-threatening 
medical problems that have occurred in 
the study. All investigators participating 
in a study must be informed of any ad¬ 
verse effect, death, or medical problem 
reported by any other investigator of the 
device as soon as possible, but not later 
than 5 days after the sponsor learns of 
the adverse effect, death, or medical 
problem. Investigators have a similar re¬ 
sponsibility to report to sponsors con¬ 
cerning any such adverse effect, death, 
or medical problem, under proposed 
§ 812.112(c). Where the sponsor or FDA 
regards as serious any adverse effect, 
death, or medical problem, the sponsor 
shall suspend the investigation and shall 
not resume the investigation until it de¬ 
termines, subject to the concurrence of 
FDA, that the investigation can safely be 
resumed. Where there is substantial 
doubt that the study can safely be re¬ 
sumed, the sponsor shall discontinue the 
investigational study. 

Proposed § 812.46(g) prohibits a spon¬ 
sor from unduly prolonging an investi¬ 
gational study beyond the period that is 
suitable for the development of data to 
obtain approval of an application for 
premarket approval of a device. The 
sponsor is required to submit an ap¬ 
plication for premarket approval with 
reasonable promptness after it finds that 
the results of the investigational study 
may establish the safety and effective¬ 
ness of the device and within 60 days 
after receipt of a written request for such 
an application from the Commissioner. 
If the sponsor does not submit an ap¬ 
plication after such a request, it shall 
give adequate reasons for not doing so 
or shall discontinue the investigation. 

The IND regulations include a num¬ 
ber of provisions which are similar to 
those proposed in § 812.46. These re¬ 
quirements are found in 5 312.1(a)(5) 
through (9). 

Submitting Information to 
Investigators 

Proposed § 812.47 requires the sponsor 
to provide all investigators with copies 
of the investigational plan, the report of 
prior investigations of the device, and 
labeling (including labels) for the de¬ 
vice which describes all relevant hazards, 
contraindications, adverse effects, inter¬ 
fering substances or devices, and needed 
precautions. The labeling shall not rep¬ 
resent that the safety or effectiveness of 
the device has been established for the 
purposes to be evaluated. Proposed 
5 812.47(b) requires the sponsor to notify 
each investigator of any adverse effect, 
death, or medical problem that is subject 
to the requirement of a special investiga¬ 
tion under proposed 5 812.45(f). Pro¬ 
posed § 812.47(c) requires the sponsor to 
notify each investigator of the comple- 
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tion or discontinuance of an investiga¬ 
tional study or the withdrawal of an ex¬ 
emption. 

Proposed § 812.47(d) requires the 
sponsor to notify each investigator if an 
application for premarket approval of 
the device is approved. 

The IND regulations include require¬ 
ments similar to those proposed in 5 812.- 
47. These are found in § 312.1(a) (7) of 
the IND regulations, items 7. and 12. of 
Form FD-1571 for sponsors, item 6.a. of 
Form FD-1572, and item 4.a. of Form 
FD-1573 for investigators. 

PROMOTION AND SALE OF AN INVESTIGATIONAL 
DEVICE 

Proposed § 812.50(a) prohibits a spon¬ 
sor and any person acting for or on be¬ 
half of the sponsor from disseminat¬ 
ing any promotional material represent¬ 
ing that the device being investigated is 
safe or effective for the purposes for 
which it is under investigation. 

Proposed 5 812.50(b) provides that a 
sponsor shall not commerically dis¬ 
tribute. test market, or otherwise com¬ 
mercialize an investigational device until 
the device has been approved for mar¬ 
keting for the purpose for which it is 
being investigated. However, this re¬ 
striction does not apply with respect to 
commercial distribution permitted dur¬ 
ing the transitional period for a class HI 
device that was in commercial distribu¬ 
tion before May 28, 1976. the enactment 
date of the Amendments, or that is sub¬ 
stantially equivalent to a device that was 
in commercial distribution before such 
date, or to a device classified in class I 
or H. 

Proposed § 812.50(c) prohibits a spon¬ 
sor from charging subjects or investi¬ 
gators for an investigational device if 
FDA finds the compensation to be un¬ 
reasonable considering the manufactur¬ 
ing or other costs of the device, and has 
notified the sponsor of this finding. 

The rules proposed in § 812.50 are 
based upon § 312.1(a) (10) and (11) of 
the IND regulations and items 7. and 13. 
of Form FD-1571 for sponsors. However, 
the Commissioner recognizes that de¬ 
vices that are subject to a transitional 
period can be commercially distributed 
at the same time that they are being 
investigated. The Commissioner invites 
suggestions on how commercial distribu¬ 
tion of a device can best be distinguished 
from distribution of a device for investi¬ 
gational use. so that the agency can pro¬ 
vide better guidance to the research com¬ 
munity and industry on this issue. Com¬ 
ments and suggestions should consider 
the policy objectives behind the rules 
in the IND regulations and the proposals 
that restrict promotion and sale of in¬ 
vestigational articles; To assure that 
claims for articles are not made prema¬ 
turely, to assure that the device is not 
distributed too widely in investigational 
studies, and to prevent an investigational 
exemption from serving as a subterfuge 
for unapproved commercial marketing. 

REPORTING TO FDA, MAINTAINING RECORDS, 
AND PERMITTING INSPECTION 

Proposed 8 812.55(a) requires a spon¬ 
sor to make accurate and adequate rec¬ 
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ords for reporting to FDA on the progress 
of the investigational study. Reports shall 
be made at appropriate intervals not ex¬ 
ceeding 1 year. Proposed § 812.55(b) re¬ 
quires the sponsor to notify FDA of the 
completion or discontinuance of the in¬ 
vestigational studies within 30 days and 
to make an accurate and adequate final 
report to the agency within 6 months fol¬ 
lowing such action or the withdrawal of 
the exemption. Proposed § 812.55(c) re¬ 
quires the sponsor to report to FDA any 
adverse effect, death, or medical prob¬ 
lem that is subject to the requirement of 
a special investigation under § 812.46(f), 
promptly and in no event later than 5 
working days after the sponsor learns of 
the adverse effect, death, or medical 
problem. Proposed § 812.55(d) requires 
a sponsor to submit to FDA a copy of a 
report of a determination by an investi¬ 
gator that informed consent cannot be 
obtained, promptly and in no event later 
than 5 working days after the report is 
received from the investigator. Proposed 
§ 812.55(e) requires a sponsor to retain a 
copy of any application, report, or corre¬ 
spondence that he submits to FDA under 
proposed Part 812. Proposed § 812*55(1) 
describes the period of time for which a 
sponsor shall maintain required records. 
Proposed § 812.55(g) enables a sponsor 
to withdraw from the responsibility for 
maintaining records for the required pe¬ 
riod of time by transferring custody to 
another person. Proposed § 812.55(h) re¬ 
quires a sponsor to permit an authorized 
FDA employee, at reasonable times and 
in a reasonable manner, to inspect any 
facilities where the investigational device 
is manufactured, processed, held, or used, 
and to inspect and copy any records con¬ 
cerning the investigational study, includ¬ 
ing any required reference. In addition, 
a sponsor must permit a representative 
of an institutional review committee to 
inspect and copy records of the sponsor 
relevant to the committee’s responsibility 
concerning the investigational study. 
Proposed § 812.55(1) enables FDA to re¬ 
quire a sponsor to submit any records 
concerning the investigational study, in¬ 
cluding any records required to be kept. 

Most of the requirements in proposed 
§ 812.55, other than paragraph (d), have 
counterpart requirements in the IND 
regulations, particularly § 312.1(a) (4) 
through (6) and item 11 of Form FD- 
1571 for sponsors. Similar requirements 
will apply to investigators under proposed 
Subpart E of Part 812. Proposed § 812.- 
55(d), which requires a sponsor to sub¬ 
mit to FDA a copy of a report of a deter¬ 
mination by an investigator that in¬ 
formed consent cannot be obtained from 
a subject or his representative, is new 
and is based upon guidance on the legis¬ 
lative history of the Amendments (ref. 
2, at 44). 

INSTITUTIONAL REVIEW COMMITTEE 

Proposed D establishes requirements 
prescribing when institutional review 
and monitoring of investigational studies 
are required, how institutional review 
committees are to be created, and the 
function and duties of such committees. 
Section 520(g) of the act clearly con¬ 


templates continuation of the purposes 
of institutional review that are by now 
well-established in the research com¬ 
munity: to evaluate proposed studies for 
ethical and moral acceptability as well 
as scientific justification to ensure the 
health and safety of human subjects; to 
approve or reject an investigational study 
as part of the independent decision of 
the institution to participate in the ex¬ 
periment; and to provide a local mecha¬ 
nism for day-to-day monitoring of the 
study to ensure the safety of the sub¬ 
jects and to ensure that the study is ad¬ 
hering to any conditions imposed upon 
the sponsor and investigators. 

On May 30, 1974, the Department of 
Health, Education, and Welfare issued 
initial regulations governing institutional 
review of research funded or supported 
by the Department (39 FR 18914; 
amended at 40 FR 11854, March 13, 1975 ; 
codified in 45 CFR Part 46). The pro¬ 
posed regulations are quite similar, in 
terms of composition of the peer review 
group and its operations, to the Depart¬ 
ment's regulations, as well as to the 
agency-wide regulations currently being 
formulated which rely heavijy on state¬ 
ments found in item 10.C. of Form FD- 
1571, itemr-3. of the Form FD-1572, and 
item 2.a. of Form FD-1573 of the IND 
regulations. However, certain difference:: 
do eixst between the Department regula¬ 
tions and the proposed investigational 
device regulations. 

The Commissioner advises that the 
term “institutional review committee" 
appearing in section 520(g) of the act, 
is intended to correspond with the term 
“institutional review board" as used in 
the National Research Act (Pub. L. 93- 
348; sec. 212(a), which enacted 42 U.S.C. 
474(a)) and the Department’s regula¬ 
tions (“Technical Amendments," pub¬ 
lished in the Federal Register of 
March 13, 1975 (40 FR 11854)). 

CIRCUMSTANCES IN WHICH AN INSTITU¬ 
TIONAL REVIEW COMMITTEE IS REQUIRED 

Proposed 8 812.60 described the situa¬ 
tions in which en institutional review 
committee is required and provides for 
situations in which review or monitoring 
by a committee does not meet the re¬ 
quirements of Subpart D. 

Proposed § 812.60(a) requires that ail 
institutional review committee be estab¬ 
lished by an institution to review and 
monitor an investigational study of a 
device when the study is to utilize sub¬ 
jects who are instittuionalized, when the 
study is to be conducted by an individ¬ 
ual affiliated with an institution that 
agrees to assume responsibility for the 
study, or when the study is to be con¬ 
ducted by an institution that lias a com¬ 
mittee that meets the requirements of 
Subpart D. 

Proposed § 812.60(b) provides that 
when a committee does not meet the 
requirements of Subpart D, FDA will 
disregard the review or monitoring of 
any investigational study by that com¬ 
mittee and require the sponsor of a study 
that would be reviewed by the commit¬ 
tee to submit a complete investigational 
plan for the study. 
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MEMBERSHIP OF AN INSTITUTIONAL REVIEW 
COMMITTEE 

Proposed § 812.62 establishes general 
requirements for the composition of in¬ 
stitutional review committees. An insti¬ 
tutional review committee must be com¬ 
posed of at least 5 persons with varying 
backgrounds. To assure sufficient diver¬ 
sity to evaluate a study in terms of sci¬ 
ence, law, professional ethics, and com¬ 
munity attitudes, no institutional review 
committee may be composed entirely of 
members of a single professional group, 
or of officials or employees of the institu¬ 
tion. To protect objectivity, no member 
of the institutional review committee 
who is involved in the study itself may 
participate in the institutional review 
committee’s deliberations, except to re¬ 
spond to requests for information, and 
no investigator or sponsor may partici¬ 
pate in the selection of members for an 
institutional review committee to review 
his study. 

PROCEDURES FOR REVIEW AND MONITORING 

OF INVESTIGATIONAL STUDIES BY AN 

INSTITUTIONAL REVIEW COMMITTEE 

Proposed § 812.65 imposes general pro¬ 
cedures to be followed by institutional 
review committees in monitoring and re¬ 
viewing investigational studies. A major 
purpose of this section is to provide max¬ 
imum flexibility to the committee in per¬ 
forming its functions. Thus, an institu¬ 
tional review committee may adopt its 
own procedures for conducting review’s 
and for reporting actions to the parent 
institution. The only mandatory require¬ 
ments are: (a) In the composition of a 
quorum; and in the definition of a mini¬ 
mum number of persons for a quorum, 
not less than a majority or three persons, 
whichever is greater; (b> in minimum 
frequency for monitoring of studies, 1 
year; and (c) in the obligation of the 
committee to put its procedures in 
writing. The requirements respecting a 
quorum and written procedures are new 
to PDA regulations but represent only 
modest extensions beyond existing FDA 
and HEW rules. 

PROCEDURES AND CRITERIA FOR REVIEW OF 

INVESTIGATIONAL STUDIES BY AN INSTI¬ 
TUTIONAL REVIEW COMMITTEE 

Proposed § 812.66 establishes specific 
procedures and criteria to be followed by 
an institutional review committee in re¬ 
viewing an application for approval of 
an investigational study. 

Proposed § 812.66 (a), <b), and <c) es¬ 
tablish general procedural requirements 
for submission of applications, notifica¬ 
tion of the sponsor, requests for addi¬ 
tional information by the committee, 
and time requirements for action by the 
committee upon an application. Proposed 
§ 812.66(c) also provides for conditional 
approval of an application. The Com¬ 
missioner contemplates that a committee 
consider any of the four factors 
listed in section 520(g)(2)(C) of the 
act, among other, in issuing such a con¬ 
ditional approval. 

The Commissioner recognizes that spe¬ 
cial situations may arise where factors 


that would be of great concern to a com¬ 
mittee might be insufficient for action 
by FDA, e.g., where the study is at odds 
with local ethical and moral standards 
or where the committee’s responsibility 
extends beyond questions of safety and 
scientific validity and into such areas 
as allocating funds within an institution. 
To build flexibility into the committee’s 
decisionmaking process as it functions 
in these and other situations, proposed 
§ 812.66<d) provides that a committee 
may disapprove a study or withdraw ap¬ 
proval of a study for any reason it con¬ 
siders appropriate. 

Proposed § 812.66 (e) and (f) prescribe 
six specific criteria for disapproving an 
application for failure to satisfy the stat¬ 
utory standard of adequacy to justify 
proposed clinical testing. The first four 
grounds for disapproval in proposed 
§ 812.66(e) are drawn basically from the 
existing IND regulations in § 312.41. The 
fifth, pertaining to failure to conform to 
procedures, conditions, or requirements 
prescribed in this part is obvious. The 
sixth in proposed § 812.66(f) is drawn 
from the Department’s regulations in 45 
CFR 46.2. 

Proposed § 812.66(g) merely provides 
requirements for notification of the com¬ 
mittee’s decision on the application. 

REVIEW BY INSTITUTION 

Proposed § 812.70 affirms the respective 
powers of the institutional review com¬ 
mittee and the institution in approving 
or rejecting proposed studies. 

RECORDS OF AN INSTITUTIONAL REVIEW 
COMMITTEE 

Proposed § 812.75 imposes upon an in¬ 
stitutional review committee general re¬ 
quirements as to preparation and main¬ 
tenance of records of its activities 
regarding individual studies. 

The regulation would provide that rec¬ 
ords be kept for whichever of three alter¬ 
native periods is applicable: (1) 2 years 
following approval of marketing of the 
device for the purposes that were the 
subject of the study; (2) 5 years follow-: 
ing the date on which the results of the 
study were submitted to FDA in support 
of marketing of the device for purposes 
that were the subject of the study; or 
(3) in other situations, 2 years following 
the date on which the entire investiga¬ 
tional study is completed or discontinued, 
or the exemption granted by FDA is with¬ 
drawn. This will afford the agency ample 
opportunity to verify the study if it de¬ 
sires, while providing an investigator a 
finite period of responsibility. 

INSPECTION OF INSTITUTIONAL REVIEW 
COMMITTEES 

Proposed § 812.77 affirms FDA’s au-' 
thority to inspect institutional review 
committees. The agency intends to in¬ 
spect committees on both a continued 
random basis and “for cause” in re¬ 
sponse to particular problems. The num¬ 
ber of committees inspected and the 
depth to which any is studied will remain 
a function of available FDA resources. 


DISQUALIFICATION OF AN INSTITUTIONAL 
REVIEW COMMITTEE 

Proposed § 812.79 institutes disqualifi¬ 
cation procedures applicable to institu¬ 
tional review committees which closely 
parallel the procedures governing dis¬ 
qualification of investigators in Subpart 
E, discussed fully below. One way in 
which this proposed section differs from 
that regarding disqualification of inves¬ 
tigators is the listing of grounds, under 
proposed § 812.79(a), for disqualification 
of such a committee. These grounds con¬ 
sist merely of failure to undertake or 
comply with a duty imposed upon such 
committee by other sections of Sub¬ 
part D. 

The Commissioner recognizes that this 
proposal represents a departure from 
past policy and solicits comments on the 
need for such procedures and suggestions 
regarding those procedures proposed. 
The Commissioner also recognizes that 
there may be some question as to what 
enforcement action may be taken by 
FDA against a committee that is not in 
compliance. Possible sanctions that could 
be imposed include disqualification un¬ 
der this section and the proposals in 
§ 812.60(b), discussed above. 

INVESTIGATOR RESPONSIBILITIES IN INVES¬ 
TIGATIONAL STUDIES INVOLVING HUMAN 

SUBJECTS 

Proposed Subpart E defines the re¬ 
sponsibilities applicable to investigators 
in investigational studies involving hu¬ 
man subjects. In many instances, provi¬ 
sions and requirements under Subpart E 
will parallel provisions relating to spon¬ 
sors under Subpart C of proposed Part 
812. In addition. Subpart E will be simi¬ 
lar to. or be integrated with, the corre¬ 
sponding subpart of the agency-wide 
regulations currently tjeing formulated 
concerning responsibilities of investiga¬ 
tors in clinical investigations. In these 
proposed regulations, the Commissioner 
has decided at this time not to propose 
major departures from the existing 
standards set forth in Forms FD-1572 
and FD-1573 of the IND regulations for 
investigators in studies of new drugs. 

REVIEW OF INVESTIGATIONAL STUDY BY THE 
FOOD AND DRUG ADMINISTRATION 

Proposed § 812.101 sets forth in more 
detail, and makes explicit, requirements 
imposed by section 520(g) of the act. 
Proposed § 812.101 prohibits an investi¬ 
gator from allowing human subjects to 
participate, or requesting their consent to 
participate, in an investigational study 
until such time as the sponsor has sub¬ 
mitted an application to FDA for re¬ 
view and approval and has received an 
exemption from the agency. 

REVIEW OF INVESTIGATIONAL STUDY BY 

INSTITUTIONAL REVIEW COMMITTEE 

Proposed § 812.103 establishes general 
requirements for submissions that must 
be made by the investigator to permit 
oversight of an investigator’s activities 
by the institutional review committee. 

Proposed § 812.103(a) prohibits an in¬ 
vestigator from allowing human subjects 
to participate, or requesting their consent 
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to participate, in a study until there has 
been approval by the committee of the 
study. Proposed § 812.103(b) prohibits 
an investigator from implementing a 
change in, or deviating from, the investi¬ 
gational plan until he has complied with 
$ 812.105 as discussed below. Proposed 
§ 812.103(c) imposes upon the investi¬ 
gator reporting requirements: The in¬ 
vestigator must make accurate reports 
as soon as possible, but in no event later 
than 5 working days, after the investi¬ 
gator discovers adverse effects that can 
reasonably be regarded as caused, or 
probably caused, by an investigational 
device and were not preivously anticipat¬ 
ed; the investigator must report any 
known deaths of subjects or any life- 
threatening problems occurring in the 
study. Proposed § 812.103(d) requires an 
investigator to report to the committee 
within 3 months after completion or dis¬ 
continuance of, or the withdrawal of the 
exemption for. the entire investigational 
study or his portion of the study, which¬ 
ever occurs first. This will assure that 
the institutional review committee is 
aware of the cessation of the study. Pro¬ 
posed § 812.103(e) requires an investi¬ 
gator to provide adequate information 
regarding an investigational study to the 
committee in response to its request, and 
proposed § 812.103(f) requires an investi¬ 
gator to maintain records of all submis¬ 
sions to, and all actions by, the com¬ 
mittee regarding the study. 

CONFORMITY TO INVESTIGATIONAL PLAN 

Section 812.105 provides for those sit¬ 
uations where the sponsor or an investi¬ 
gator participating in an investigational 
study wishes to implement a change in, 
or deviation from, the investigational 
plan, which change or deviation may af¬ 
fect the validity of the study or the rights 
or safety of human subjects. This pro¬ 
vision, which is related to proposed 
$ 812.39, requires that the committee, 
if any, and FDA review’ and approve the 
change or deviation before it is imple¬ 
mented except in emergency situations. 

CONTROL OVER THE INVESTIGATIONAL DEVICE 

Proposed § 812.107 imposes control 
over investigational devices based on ex¬ 
perience in the drug area. The thalido¬ 
mide disaster of the early 1960’s shaped 
many of the policies of FDA regarding 
drug research. The looseness of control 
over the supply of thalidomide preclud¬ 
ed any effective protection of research 
subjects both before and after the risk 
of phocomelia (birth deformities of the 
extremities) was discovered. To prevent 
repetition of this problem, it was neces¬ 
sary to require that investigational arti¬ 
cles be distributed only to qualified and 
carefully selected investigators who were 
kept informed of all developments re¬ 
garding the article. Thus, Congress 
sought in the 1962 drug amendments to 
assure that subjects to whom an investi¬ 
gational drug was administered were.un- 
der the personal supervision of a desig¬ 
nated investigator or under the super¬ 
vision of investigators responsible to him. 
As part of this, section 505(i) of the 
act, and IND forms implementing it, seek 


to bar an investigator from supplying an 
investigational drug to any investigator 
not responsible to him for administra¬ 
tion to human beings. The Commis¬ 
sioner now proposes to restate this re¬ 
quirement as to devices in proposed 
§ 812.107(a). 

A second element of control over the 
investigational device is the ability to re¬ 
move it from use by subjects and investi¬ 
gators in the event that its continued 
availability is undesirable. FDA lias had 
rare experiences where a drug study has 
been terminated for safety reasons, but 
a recall of the experimental drug has 
not been successful because of nonco¬ 
operation of certain investigators. Thus, 
the Commissioner proposes in 5 812.107 
(b) to restate the obligation of an in¬ 
vestigator to return all unused stocks to 
the sponsor. He is, however, broadening 
the current language in two ways. First 
he is allowing for alternative disposition 
of investigational devices where the 
sponsor directs; this might permit on¬ 
site destruction or permit use in animal 
or in vitro experiments. Second, the Com¬ 
missioner proposes that a recall be au¬ 
thorized whenever the sponsor deems it 
proper, even though the study itself is 
not completed or discontinued, or the 
exemption withdrawn. 

In addition to observing restrictions on 
the distribution of investigational de¬ 
vices it is necessary that investigators 
maintain adequate and accurate records 
of all receipts and uses of such devices. 
These records help to prevent unauthor¬ 
ized distributions and to verify case his¬ 
tories. Such records also provide a rec¬ 
ord of lot numbers to detect possible lot¬ 
to-lot variations in the device. In addi¬ 
tion in the event a recall of unused stocks 
of a device is necessary to minimize 
health risks to subjects these records 
can provide the most readily usable 
mechanism to identify which subjects 
have recently received the device and the 
quantities they may still have. Proposed 
§ 812107(c) contains these requirements. 

RECORDS REGARDING SUBJECTS 

Proposed § 812.111 would impose upon 
an investigator recordkeeping require¬ 
ments regarding subjects of an investiga¬ 
tional study. The completeness and ac¬ 
curacy of the data regarding subjects are 
critical aspects of any research project. 
Inadequate, incomplete, or inaccurate 
records will render a scientific study val¬ 
ueless. thereby vitiating any justification 
for exposing human subjects to risk. In¬ 
sufficient or erroneous documentation of 
important health indicators can increase 
hazards to subjects by reducing the 
ability of the investigator to detect 
changes in those indicators. Therefore, 
the Commissioner is adopting the cur¬ 
rent commitment, under the IND regula¬ 
tions, of an investigator that he will pre¬ 
pare and maintain "adequate and accu¬ 
rate case histories designed to record all 
observations and other data pertinent' 1 
to the investigation (item 6.b. of Form 
FD-1572 and item 4.c. of Form FD- 
1573). 

Proposed § 812.111(a) identifies the 
requisite records regarding subjects of 


investigational studies. First, it confirms 
that a medical history of the subject 
prior to the study must be included if 
relevant to the subject's suitability to 
participate in the investigation. 

Second, proposed § 812.111(b) con¬ 
firms that the documentation of con¬ 
sent should be filed in the case history. 
Third, the records regarding administra¬ 
tion or dispensing of investigational de¬ 
vices. as well as any control device, shall 
be maintained in this case history as 
well as in the records required for control 
of the device in proposed $ 812.111(d). 
This requirement would allow for a cross 
check on the distribution of investiga¬ 
tional devices and enable an investiga¬ 
tor to contact selected subjects, e.g., those 
receiving the investigational device in the 
last month. Lastly, the proposed regula¬ 
tion emphasizes that the scope of ob¬ 
servations made during the study in¬ 
cludes the appearance of factors which 
might alter the effects of the experimen¬ 
tal device, even though such factors are 
not considered to be caused by, or associ¬ 
ated with, the device under study. 

REPORTS TO SPONSORS 

Proposed § 812.112 imposes require¬ 
ments upon investigators regarding re¬ 
ports on the investigation that must be 
made to the sponsor. Periodic reports to 
the sponsor on the progress of an in¬ 
vestigation enable the sponsor to collate 
and review data to obtain an overall view 
of the study and report useful informa¬ 
tion to the investigator, as well as to 
FDA. Frequently, for example, subtle but 
significant trends not easily detectable 
at the individual investigator level be¬ 
come apparent when a larger sample i> 
analyzed. For this reason, in § 312.1(c) 
(5) of the IND regulations, FDA has re¬ 
quired annual progress reports to be sub¬ 
mitted by sponsors of drug investigations 
to the agency, referred to in item 6.d. ol 
Form FD-1572 and item 4.d. of Form 
FD-1573 for investigators. The Commis¬ 
sioner proposes that investigators be ob¬ 
liged to report annually to sponsors of 
investigational studies of devices in pro¬ 
posed 8 812.112(a). 

In § 812.112(b), the Commissioner pro¬ 
poses to require a final report from nn 
investigator within 3 months of the com¬ 
pletion or discontinuance of, or with¬ 
drawal of an exemption for, the entire 
investigational study or of Ills portion 
of the study, whichever occurs first. 

Special reports of adverse reactions 
warn other investigators of possible haz¬ 
ards and may require a reassessment oi 
the benefit-to-risk ratio justifying the 
study. The current IND regulations re¬ 
quire timely reports. (See. e.g., the lost 
sentence of item 6.d. of Form FD-157- 
and the penultimate sentence in item 4.d- 
of Form FD-1573 and compare 5 31-1 
(a)(6).) Proposed §812.112(0 requires 
a special report of any previously unan- 
ticipatcd adverse effect, that is, any effect 
not described hi the written information 
on possible hazards, contraindications* 
side effects, and precautions given the 
investigator by the sponsor. This woul 
not require repeated reporting of routine 
and minor side effects after these are m- 
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serted in the sponsor's informational 
materials for investigators but would re¬ 
quire reports of unusual reactions, in¬ 
cluding unusually severe reactions and 
reactions with an unusually high inci¬ 
dence. 

In addition, the Commissioner pro¬ 
poses to require the investigator to no¬ 
tify tlie sponsor of any deaths, regard- 
i of cause. Special reports also are 
warranted if life-threatening medical 
problems arise; this could include, for 
cr umple, problems in conducting certain 
diagnostic tests. The proposed regula¬ 
tions differ from the IND regulations 
with respect to special reporting obliga¬ 
tions by substituting for the current IND 
reporting deadlines, which require that 
reporting be done "promptly” in some 
instances and "immediately” in others, 
the requirement that reporting is to be 
done as soon as possible but in no event 
later than 5 working days after discov¬ 
ery. 

Proposed § 812.112(d) requires the in¬ 
vestigator to submit to the sponsor a 
copy of any.report of determinations that 
the investigator must make when seek¬ 
ing an exception from the informed con¬ 
sent requirements pursuant to § 812.123. 

RETENTION OF RECORDS 

Proposed § 812.114 imposes upon an 
investigator requirements as to the pe¬ 
riod of time he is to retain records re¬ 
quired to be maintained under Subparts 
E and P. The regulation provides that 
records be kept for whichever of three 
alternative periods is applicable: (1) 2 
years following approval of marketing of 
the device for the purposes that were the 
subject of the study; (2) 5 years follow¬ 
ing the date on which the results of the 
study were submitted to FDA in support 
of marketing of the device for purposes 
that were the subject of the study; or 
(3> in other situations. 2 years following 
the date on which the entire investiga¬ 
tional study is completed or discontin¬ 
ued, or the exemption granted by FDA is 
withdrawn. This will afford the agency 
ample opportunity to verify the study, 
if it desires, while providing an investi¬ 
gator a finite period of responsibility. 

The proposed regulations also provide 
a mechanism for an investigator to 
transfer his records to another party, 
should he decide to move, retire, or other¬ 
wise withdraw from his obligations. The 
current IND regulations do not provide 
for such a transfer. 

inspection of facilities, records, and 

REPORTS AND REQUESTS FOR RECORDS AND 

REPORTS 

Proposed § 812.115 imposes certain re- 
luirements upon Investigators governing 

^peetion of their facilities, records, and 
and quests for their records 
fJi ep ? rts * 7116 s P° n sor is responsible 
tne investigational study because he 
and rece ived an exemption to 
*he investigational device. The 
ho* ,. and 1)rug Administration therefore 
Jr 5 required under the IND regulations 
inat the sponsor monitor the conduct of 
’ investigations, detect safety problems, 
“ lid assure that investigators fulfill their 


commitments upon receiving the investi¬ 
gational device. (See, e.g., § 312.1(a) (5), 
(6), (7), and (8) of the IND regulations.) 
Current IND regulations neither discuss 
the obligations of investigators to permit 
a sponsor to inspect their facilities and 
records nor limit the rearch of the spon¬ 
sor's inspection. These matters generally 
have been resolved betw r een investigators, 
or their institutions, and sponsors. In 
light of the responsibilities of sponsors 
and the heightened concern over the con¬ 
fidentiality of records containing sub¬ 
jects • names, the Commissioner believes 
it appropriate to propose certain rules at 
this time. He recognizes that the National 
Commission on the Protection of Human 
Subjects in Biomedical and Behavioral 
Research may offer recommendations in 
this area, and he further contemplates 
proposing more detailed, general FDA 
regulations to protect the confidentiality 
of human subjects in clinical investiga¬ 
tions. 

Until this can be done, however, the 
Commissioner proposes that (a) an in¬ 
vestigator permit the sponsor or FDA to 
inspect and copy records that do not 
Identify the human subject and (b) an 
investigator permit authorized employees 
of FDA to inspect and copy records that 
do identify a human subject by name 
upon notice that the FDA has reason to 
believe that the consent of human sub¬ 
jects was not obtained, that the reports 
submitted by the investigator to the 
sponsor or to the institutional review 
committee do not represent actual cases, 
actual results obtained, or that the sub¬ 
mitted case reports or other records ap¬ 
pear to be otherwise faLse or misleading. 
Proposed §812.115 also provides that 
inspections shall be conducted at rea¬ 
sonable times and in a reasonable man¬ 
ner; this follows the requirement set 
forth in the current IND forms. 

DISQUALIFICATION OF INVESTIGATORS 

Proposed § 812.119 proposes require¬ 
ments pertaining to disqualification of 
investigators. 

Since the beginning of FDA’s supervi¬ 
sion of the conduct of research under the 
act, the agency has largely relied upon 
administrative sanctions to achieve com¬ 
pliance with the investigational require¬ 
ments of the act. Because of the serious¬ 
ness of criminal prosecution, the amount 
of resources necessary to prepare and 
conduct a civil or criminal proceeding, 
and the varieties of noncompliance that 
did not reflect criminal intent or bad 
faith, only occasionally has FDA recom¬ 
mended judicial proceedings against in¬ 
vestigators. Instead, the agency sought to 
introduce flexibility into its regulatory 
scheme by developing administrative 
procedures to respond to noncompliance 
by an individual investigator. This has 
been termed the "disqualification" proc¬ 
ess, and is currently codified in § 312.1(c) 
of the IND regulations. 

Disqualification under the IND regu¬ 
lations simply means that an investigator 
is no longer eligible to receive investiga¬ 
tional drugs under his own or someone 
else’s IND. It imposes no fine; it attaches 
no financial liability, except to the ex¬ 


tent that an investigator may be unable 
to fulfill a research contract; it does not 
revoke a medical license or institutional 
privileges. Occasionally, an investigator 
who is subject to disqualification is also 
subject to malpractice liability, licensure 
revocation, privilege suspension, or other 
disciplinary proceedings for the same 
acts; in such situations, the decision of 
FDA may influence the outside groups, 
but the agency does not believe that its 
decisions should be determinative. The 
disqualification of an investigator is in¬ 
tended to achieve one objective: to pre¬ 
clude a disqualified investigator from ac¬ 
cess to any investigational article subject 
to FDA regulation until he can demon¬ 
strate his ability and willingness to con¬ 
form to the standards for conducting 
clinical studies essential to assure scien¬ 
tifically sound and ethical research. 

Disqualification has not been used w ith 
great frequency by FDA. In 13 years, 23 
investigators have been disqualified: 21 
by the Bureau of Drugs and 2 by the 
Bureau of Biologies and its predecessor, 
the Division of Biologies Standards. The 
Commissioner believes, however, that a 
reaffirmation of the reasons for FDA’s 
rules, together with a more precise state¬ 
ment of these rules, will improve compli¬ 
ance. Several reasons justify revising the 
procedures for disqualification of investi¬ 
gators, and FDA is therefore preparing 
proposed revisions of existing regula¬ 
tions. These revised procedures, which 
will be proposed for comment in the near 
future, are similar to the procedures that 
are being proposed with respect to in¬ 
vestigational devices. 

Proposed § 812.119 will clarify the 
standards for disqualification, provide 
the Director of the Bureau of Medical 
Devices and Diagnostic Products with the 
final authority to act on a proposed dis¬ 
qualification, provide for a separation of 
functions within the Bureau in disquali¬ 
fication proceedings, assign authority to 
commence disqualification proceedings, 
set forth all of the actions or sanctions 
which FDA might take or invoke as a 
consequence of disqualification. 

Proposed § 812.119(a) sets forth with 
particularity the grounds upon which an 
investigator may be ruled ineligible to 
participate in further regulated studies. 
The detailed articulation of obligations of 
investigators in Subpart E in this pro¬ 
posal should not be interpreted as requir¬ 
ing perfection. The Food and Drug Ad¬ 
ministration is w f ell aw r are of the exigen¬ 
cies of clinical investigations and does 
not intend to invoke several sanctions for 
technical deviations and minor human 
error. While a high standard of care is to 
be expected of those whose research place 
human subjects at risk, the agency will 
exercise its discretion reasonably in ad¬ 
ministering these regulations, as it has 
with the current procedures. The guiding 
principle distinguishing "technic xl” vio¬ 
lations from those that warrant regula¬ 
tory action is whether acts or omissions 
of the investigator caused or might well 
have caused a significant adverse effect 
on the safety or rights of the subject in¬ 
volved or on the validity of the study it¬ 
self. The primary function of FDA’s regu¬ 
lation of research is to assure that the 
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risks such research poses to subjects are 
botli minimized and justified by the bene¬ 
fits sought for the subjects, or for scien¬ 
tific knowledge, or both. When those reg¬ 
ulations are violated in such a way as to 
increase the real risks unnecessarily, the 
impetus for disqualification is obvious. 
Less apparent, but equally compelling, is 
the need for a regulatory response when 
the validity of the study is impaired with¬ 
out a direct increase in the risk to sub¬ 
jects as, for example, when records arc 
inadequate or inaccurate. The effect here 
is on the expected benefits that originally 
justified the study. II no useful results 
are obtained, the investigation is value¬ 
less. and the subjects were exposed to un¬ 
warranted risks, regardless of how small 
those risks actually may have been. 

Translating this principle into the 
form of regulations, proposed §812.119 
(a) sets forth 11 specific grounds for dis¬ 
qualification: 

1. An investigator may be disqualified 
if he commences a study without the 
prior approval of the FDA and any in¬ 
stitutional review committee. The failure 
to utilize this mechanism is presumed 
to affect adversely the rights of the sub¬ 
jects, if not always their safety. 

2. The Commissioner proposes that the 
unauthorized changing of, or deviating 
from, an investigational plan may justify 
disqualification if the change or deviation 
adversely affects the rights or safety of 
the subjects or the validity of the study. 

3. The violation of the rights of hu¬ 
man subjects regarding informed con¬ 
sent is a serious matter warranting reg¬ 
ulatory action, even though the viola¬ 
tions may not affect the safety of the 
subjects or the validity of the results. 
Such violations include the failure to 
provide the essential information regard¬ 
ing the study and the individual’s rights 
as a subject, the failure to obtain the 
consent of the subject, the use of a con¬ 
sent form that has not been approved 
by an institutional review committee, and 
the use of a consent form that contained 
exculpatory language. 

4. An investigator may be disqualified 
if he permits the investigational device 
to be administered to subjects who were 
not under his general supervision. An in¬ 
vestigator must not give up his ultimate 
authority over the selection of subjects, 
the circumstances of the use of the in¬ 
vestigational device, and the monitoring 
of subjects participating in the investi¬ 
gation. 

5. An investigator may be disqualified 
if he supplies the investigational device 
to someone who is not under his super¬ 
vision or that of the sponsor. The inves¬ 
tigator may believe that no subjects will 
be exposed, but the very loss of his and 
the sponsor’s control over the device 
creates the possibility that such expo¬ 
sure may occur. 

6. If an investigator fails or refuses 
to return or dispose of unused stocks of 
,an investigational device upon the re- 

-ircnbsfjp aq £«tn aq ‘josuods atn jo ^sanb 
fled. The continued availability of these 
supplies creates numerous risks. 

7. Deficiencies in recordkeeping will 
trigger disqualification if they are so 
serious as to have a significant adverse 


effect on the validity of the study or on 
the rights or safety of the subjects, or if 
they are so serious as to prevent an ade¬ 
quate audit of the study. 

8. An investigator may be disqualified 
if he fails to make a required report with¬ 
in the time allotted. Reports on potential 
health problems must be made in a 
prompt manner to disseminate data on 
these problems as rapidly as possible: de¬ 
lays may affect the safety of subjects. 
Frogress and final reports assure the 
timely review of results, thereby rein¬ 
forcing the worth of the study. 

9. The refusal of an investigator to 
permit an authorized inspection may lead 
to disqualification. In a sense, both the 
validity of the study and the safety of 
the subjects rest upon the credibility of 
the investigator. This reliance is tested 
and justified by the availability of the 
records during inspections. The Commis¬ 
sioner notes that a refusal to permit any 
pait of an inspection would justify dis¬ 
qualification, even if the remainder of 
the inspection were unhampered. 

10. Similarly, refusal of an investigtor 
to permit copying of records identifying 
the names of human subjects under the 
special circumstances described in § 812.- 
115(b) would be a basis for disqualifica¬ 
tion. 

11. Finally,the falsification or with¬ 
holding of any required record or report 
is an obvious ground for disqualification. 

Under the disqualification procedure 
in proposed §812.119(b) through <d), 
disqualification would be proposed by the 
officer in the Bureau who has direct re¬ 
sponsibility at the office level or division 
level for monitoring the conduct of in¬ 
vestigational studies (now the Director 
of the Diyision of Classification and Sci¬ 
entific Review); notice of the proposed 
action would be provided to the inves¬ 
tigator; there would be an opportunity 
for a regulatory hearing before the Di¬ 
rector of the Bureau or a person desig¬ 
nated by him; the final action on the 
proposed disqualification would be taken 
by the Bureau Director. 

Because the disqualification of an in¬ 
vestigator is in the nature of an adju¬ 
dicatory proceeding, the proposed FDA 
regulations prescribing administrative 
practices and procedures eliminate any 
view of prejudgment by separating the 
person who presides at the disqualifica¬ 
tion hearing from the persons and of¬ 
fice proposing the disqualification. See 
proposed § 2.505 in the Federal Register 
of September 3. 1975 (40 FR 40682). In 
order that the Director of the Bureau 
may have authority to preside at the 
regulatory hearing, it is necessary that 
another officer within the Bureau be 
given authority to commence the dis¬ 
qualification process. Under proposed 
§ 812.119(b), wherever the officer in the 
Bureau who has direct responsibility for 
monitoring the conduct of investiga¬ 
tional studies has information indicating 
that grounds exist under § 812.119(a) to 
justify disqualification of an investiga¬ 
tor, he may issue to the Investigator a 
written notice proposing that the Bureau 
Director disqualify him from receiving 
investigational devices. 


The written notice provided to the in¬ 
vestigator upon commencement of a 
disqualification proceeding shall contain 
the following items of information, in 
accordance with proposed § 2.510(a): 

(1) The notice shall specify the facts 
and set forth the specific violations oi 
§ 812.119(a) that are believed to justify 
disqualification; (2) the notice shall 
state that the investigator has an oppor¬ 
tunity for a regulatory hearing on the 
proposed disqualification before the Bu¬ 
reau Director, or a person designated by 
him, and that such hearing will be con¬ 
ducted in accordance with the provisions 
of Subpart F of Part 2 of tlie proposed 
procedural regulations; (3) the notice 
shall state the time within which a hear¬ 
ing may be requested, which shall be 
not less than 3 working days from the 
receipt of the notice; (4) the notice shall 
contain the name, address, and tele¬ 
phone number of the official of the Bu¬ 
reau who is designated as presiding offi¬ 
ce? for the regulatory hearing and to 
whom any request for a hearing shall 
be addressed, and it shall also state th;rt 
a request may be filed by-registered mail, 
telegram, telex, personal delivery, or 
any other mode of written communica¬ 
tion. In thg past the Bureau of Drugs 
has provided an "informal” conference 
with the officer who issued the notice 
before the "formal" disqualification 
hearing in accordance with 5 312.1(c) 
(1) of the IND regulations. The Com¬ 
missioner believes that it is unnecessary 
to provide for such an informal confer¬ 
ence in the proposed investigational de¬ 
vice regulations. 

Proposed § 812.119(d) provides that, if, 
after the regulatory hearing or after the 
time for requesting a hearing expires 
without a request being made, the Di¬ 
rector of the Bureau determines, upon 
reviewing the administrative record, 
that the investigator is responsible for 
any of the acts or omissions specified in 
the notice proposing disqualification and 
has not adequately explained his con¬ 
duct, he shall prepare and issue a final 
order disqualifying the investigator 
from receiving investigational devices. 
The final order shall include a statement 
of the basis for the decision to disqualify 
the investigator. Once a final order has 
been issued, the Director of the Bureau 
shall so notify the investigator and the 
sponsor of. and the committees respon¬ 
sible for review and monitoring of. each 
investigational study in which that dis¬ 
qualified investigator is participating 
that is subject to regulation by the Bu¬ 
reau. The Director, however, may re¬ 
instate the investigator to allow him to 
complete an ongoing study if, following 
the procedures of proposed § 812.119 ' i . 
the investigator can assure the acts or 
omissions which led to his disqualifiea- 
tion will not recur. ., 

If, after the regulatory hearing, or n. 
after the time for requesting a hearing 
expires without a request being made, vis 
Director of the Bureau determines, upon 
reviewing the administrative recor • 
that the investigator is not response 
for the acts or omissions specified in . *■ 

.notice proposing disqualification, or - 
the investigator is responsible but nw 
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adequately explained his conduct, he 
shall issue a final order terminating the 
disqualification proceeding and shall in¬ 
clude a statement of the basis for his 
decision to terminate the proceeding. 
After such a final order has been issued, 
the Director of the Bureau shall so no¬ 
tify the investigator and the officer who 
proposed disqualification. In addition, if 
that officer notified any sponsor of an 
investigational study involving the in¬ 
vestigator about the proposal to disqual¬ 
ify the investigator, as permitted under 
proposed § 812.119(g)(2), the Director 
of the Bureau also shall notify the spon¬ 
sor that the disqualification proceeding 
has been terminated and shall include 
a statement of the reasons therefor. 

The Commissioner proposes in §812.- 
119fe) to authorize the Director of the 
Bureau to notify any persons or organi¬ 
zations known by him to have profes¬ 
sional relations with the investigator 
that the investigator has been disquali¬ 
fied from receiving investigational de¬ 
vices regulated by FDA when the Direc¬ 
tor believes that such disclosure would 
further the public interest or would pro¬ 
mote compliance with the law. This de¬ 
termination is within the discretion of 
the Director and may be made after con¬ 
sideration of the circumstances justify¬ 
ing the disqualification, the mitigating 
conditions, and the degree to which other 
institutions or persons have an involve¬ 
ment In the ongoing activities of the in¬ 
vestigator. Because notification of dis¬ 
qualification, without more information, 
might unduly prejudice the investigator, 
the Director shall provide a copy of the 
final order issued under proposed §812.- 
119(d) and shall state that the disquali¬ 
fication constitutes a determination by 
FDA that the investigator is not eligible 
to participate in an FDA-regulated in¬ 
vestigation, that the notice is being given 
because the action may affect the inter¬ 
ests of the person notified, and that FDA 
is not advising or recommending that the 
person take any action upon the matter. 
A copy of each notification issued to 
other persons or organizations shall be 
given to the investigator. 

Once an investigator has been dis¬ 
qualified, proposed § 812.119(e) (2) pro¬ 
vides that each exemption for investiga¬ 
tional use of a device, application for 
Premarket approval of a medical device, 
and medical device product development 
aa* 0 ? 01, wllether approved or not, which 
contains or relies upon data prepared by 
jne investigator, may be examined to de- 
whether the data were essential 
w iDAs decision to allow the research 
r marketing. If it is determined that, 
osent such data, the exemption would 
not have been granted or that the appli- 
premai *ket approval or proto- 
co would not have been approved. FDA 

art Mr u, determine whether the data 
thn *”*”**• ****** ma y include requiring 
or a PP*icant to submit vali- 
tlm n n ^ orma ticm. if fda determines 
rcHowil 6 data are essential and are not 
from ^ Ch data ^ be eliminated 
cm nt «^ ansi< * e ^ ation In support of the ex- 
naHrm applicat l°n, or protocol. Eliml- 
inform^H data w*** serve as “new 
formation” justifying withdrawal of 


approval of the exemption, application, 
or product development protocol. 

A determination that an investigator 
has been disqualified and the adminis¬ 
trative record regarding such determi¬ 
nation are disclosable to the public un¬ 
der the Freedom of Information Act (5 
U.S.C. 552) and under FDA public in¬ 
formation regulations (21 CFR Part 4) 
as records relating to the administrative 
enforcement action that has been com¬ 
pleted. 

Proposed § 812.119(f) authorizes the 
Director of the Bureau to reinstate the 
investigator if he determines that the 
investigator can provide adequate as¬ 
surances that he will conduct the study 
in compliance with the requirements of 
the act and regulations thereunder. An 
investigator who wishes to be reinstated 
shall explain to the Director why he be¬ 
lieves he should be reinstated, as well as 
the kind of corrective actions he has 
taken or intends to take to assure that 
the acts or omissions which led to his 
disqualification will not recur. The Com¬ 
missioner believes that the Directors of 
all bureaus of FDA that regulate research 
should be consulted prior to reinstate¬ 
ment and that, in fairness to the inves¬ 
tigator, all persons or organizations noti¬ 
fied under proposed § 812.119 (d) and 
(e) (1) of the investigator’s previous dis¬ 
qualification must be notified if that in¬ 
vestigator is later reinstated. 

A determination that an investigator 
has been reinstated is disclosable to the 
public under the Freedom of Information 
Act (5 U.S.C. 552) and under Part 4 of 
FDA regulations as records relating to 
completed administrative enforcement 
actions. 

Since disqualification of an investiga¬ 
tor may be neither a sufficient nor an ap¬ 
propriate remedy in every case, the Com¬ 
missioner believes that disqualification 
under this Subpart E must be independ¬ 
ent of, and neither in lieu of nor a pre¬ 
condition to, other proceedings or actions 
authorized by the act. Proposed § 812.119 
(g) makes clear, therefore, that FDA 
may. at any time, recommend institution 
against an investigator of any appro¬ 
priate judicial proceedings, civil or 
criminal, or other appropriate regulatory 
action, in addition to or in lieu of dis¬ 
qualification, and these proceedings or 
other action may occur before, simul¬ 
taneously with, or after disqualification. 

The Commissioner also believes that it 
may. in certain cases, be both appropriate 
and advisable for the sponsor of an in¬ 
vestigation to be made aware that the 
conduct of one of its investigators may 
subject him to disqualification and that 
such information ought not necessarily 
to be withheld from the sponsor until 
after FDA has disqualified the investiga¬ 
tor. Therefore, proposed 5 812.119(g)(2) 
authorizes the officer who may, under 
proposed § 812.119(b), propose disqualif¬ 
ication to notify the sponsor of a study 
under which that investigator is par¬ 
ticipating when the officer has reason to 
believe that the investigator may be sub¬ 
ject to disqualification. Such notification 
will be made simultaneously with a pro¬ 
posal to disqualify the investigator unless 


overriding safety considerations warrant 
earlier notification of a sponsor. 

Because the Commissioner believes it is 
important that the sponsor of an investi¬ 
gation be able to remove an investigator 
at any time from further participation in 
any investigation he is conducting for the 
sponsor, proposed § 812.119(h) makes 
clear that the sponsor has such authority 
and may remove an investigator, whether 
or not FDA has commenced any action 
to disqualify that investigator. Further, 
in removing an investigator, the sponsor 
is not required to rely or. the grounds or 
follow the procedures for disqualification 
that are set forth in this proposed regu¬ 
lation. The sponsor is required, however, 
to advise FDA of this action, supplying 
reasons therefor, within 5 working days. 
This principle follows the decision of the 
Federal district court in Froning v. 
Travenol Laboratories, Inc., (N.D. Calif., 
Civil Action C75-0767, 1975) and the 
existing requirement set forth in 5 312.1 
(a)(8), which creates a legal obligation 
on a sponsor to discontinue shipments to 
an investigator who has failed to fulfill 
his obligations undertaken in the Forms 
FD-1572 or FD-1573. 

INFORMED CONSENT OF HUMAN SUBJECTS 

Proposed Subpart F establishes proce¬ 
dures and requirements governing in¬ 
formed consent of human subjects who 
participate in investigational studies of 
devices. 

The Commissioner shares the increas¬ 
ing public concern about the protection 
of human subjects involved in clinical 
investigations. An essential aspect of pro¬ 
viding this protection is to ensure that 
informed consent is properly obtained 
from subjects before the investigational 
article is administered or used. The Na¬ 
tional Commission on the Protection of 
Human Subjects of Biomedical and Be¬ 
havioral Research currently is studying 
the adequacy of informed consent, par¬ 
ticularly as the concept relates to more 
vulnerable members of society, such as 
prisoners, the mentally disabled, and 
children, in view of changing social 
policy and advancing biomedical tech¬ 
nology. It is anticipated that the Com¬ 
mission will make its recommendations 
by early 1977. 

Section 520(g) of the act requires that 
the person applying for an investiga¬ 
tional device exemption must “assure 
that informed consent will be obtained 
from each human subject (or his repre¬ 
sentative) of proposed clinical testing in¬ 
volving such device/* unless exceptional 
circumstances exist. However, the legis¬ 
lation that emerged from the Conference 
Committee did not include numerous 
provisions setting forth requirements re¬ 
lating to informed consent that were 
contained in the Senate bill but had no 
counterparts in the House version. 

One of the specific provisions included 
in the Senate bill defined informed con¬ 
sent as the consent of a person, or his 
legal representative, so situated as to be 
able to exercise free power of choice 
without the intervention of force, fraud, 
deceit, duress, or other forms of con¬ 
straint or coercion. Another provision 
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required informed consent to be evi¬ 
denced by a written agreement signed by 
such person or representative, which in¬ 
cluded (1) an explanation of procedures 
to be followed, including an identifica¬ 
tion of any which are experimental, (2) a 
description of discomforts and risks, (3) 
an explanation of likely results should 
the procedure fail, (4) a description of 
any benefits to be expected, (5) a dis¬ 
closure of appropriate alternative proce¬ 
dures, (6) an offer to answer inquires, 
and (7) an instruction that the subject is 
free to decline entrance into a project 
or discontinue participation. In addition, 
the agreement was to include no excul¬ 
patory language which required a sub¬ 
ject to waive any legal rights or release 
an institution or its agents from liability 
for negligence. The Senate bill also re¬ 
quired any organization that initiated, 
directed, or engaged in programs which 
require informed consent to keep a record 
of such consent and the information 
provided the subject and develop appro¬ 
priate documentation and reporting pro¬ 
cedures as an essential administrative 
function. 

The report of the conference commit¬ 
tee on the Amednments (ref. 3) explains 
that the specific provisions of the Senate 
bill relating to informed consent were 
not adopted by the conferees in deference 
to the ongoing study of the subject by 
the Commission. But the conferees em¬ 
phasized that this omission was not to be 
construed as indicating that they did not 
intend the detailed requirements of the 
Senate bill to be applicable to investiga¬ 
tions of medical devices. The conferees 
stated clearly that they 14 • ♦ • would ex¬ 
pect that the Secretary would use the 
requirements of the Senate bill as the 
basis for regulations implementing the 
Conference Report’s provisions with re¬ 
spect to informed consent mi til such 
time as the Secretary has taken action 
in response to the recommendations of 
the Commission • • # . These require¬ 
ments are therefore proposed in § 812.- 
120 . 

In addition to these instructions from 
Congress, the Commissioner recognizes 
several other sources of guidance that 
should at least be considered in formu¬ 
lating proposed regulations. In these 
proposed regulations, the Commisioner 
has attempted to reconcile any differ¬ 
ences between these sources of guidance 
on informed consent. 

First, the Department regulations set 
forth specific requirements for protection 
of human subjects appearing in 45 CFR 
Part 46 (39 FR 18914. May 30. 1974; 40 
FR 11854. March 13. 1975). Part 46 is 
applicable to all HEW grants and con¬ 
tracts supporting research, development 
and related activities in which human 
subjects are involved. The Commissioner 
believes that the proposed investigational 
device regulations should not be incon¬ 
sistent with 45 CFR Part 46 because 
some investigations of medical devices 
will be conducted under HEW grants and 
contracts. 

The Commissioner also believes that 
the proposed regulations should, so far 
as possible, be consistent with the ex¬ 


isting regulations governing consent for 
use of investigational new drugs 
(IND’s) on humans, which appear at 
§ 310.102. 

Furthermore, the Commissioner be¬ 
lieves that in promulgating these pro¬ 
posed regulations the agency should 
consider the recommendations in the 
General Accounting Office (GAO) re¬ 
port (ref. 1). 

As indicated above, the Commissioner 
has concluded that it is desirable to re¬ 
vise the IND regulations governing 
clinical investigations involving drugs 
and biological products to clarify re¬ 
quirements applicable to all participants 
in, and phases of, such investigations 
and that, to the extent possible the 
agency’s requirements concerning clini¬ 
cal investigations of any regulated prod¬ 
ucts 6hould be prescribed in uniform 
agency regulations. When final regula¬ 
tions are published revising the IND reg¬ 
ulations and, where appropriate, estab¬ 
lishing uniform agency-wide regulations, 
appropriate revisions will be made in the 
investigational device regulations to 
assure maximum consistency and to take 
into account the recommendations of the 
Commission. 

The Commissioner believes that these 
proposed procedures and requirements 
relating to informed consent fully pro¬ 
tect the rights and safety of human sub¬ 
jects involved in investigational studies 
without encumbering the efforts of in¬ 
vestigators and sponsors to discover and 
develop useful devices. The Commis¬ 
sioner recognizes, however, that some¬ 
what more detailed procedures or re¬ 
quirements, such as those pertaining to 
documentation of informed consent set 
forth in the Department regulations 
under 45 CFR 45.10, could be prescribed, 
and he solicits comments on the ade¬ 
quacy of the proposed procedures and 
requirements to protect the health and 
safety of human subjects and whether 
the investigational device regulations 
should include precisely the same re¬ 
quirements as those found in the De¬ 
partment regulations. 

General Requirements of Informed 
Consent 

Proposed § 812.120 imposes certain 
general requirements upon investigators 
in obtaining informed consent from 
human subjects. An investigator must 
inform each human subject that an in¬ 
vestigational device is being used for re¬ 
search purposes, must provide each sub¬ 
ject an adequate explanation of perti¬ 
nent information concerning the device, 
and must obtain and document legally 
effective informed consent of the sub¬ 
ject, unless exceptional circumstances, 
as provided for in § 812.123, exist. 

The subject’s consent also must be 
obtained while he or she is so situated 
as to be able to exercise freedom of 
choice. Such consent shall be evidenced 
by a written agreement, signed by the 
subject. 

The Commissioner recognizes that an 
individual who is seriously ill may not 
have true freedom of choice when con¬ 
fronted with the possibility of improve¬ 


ment in his condition represented by 
new therapy in the form of an investiga¬ 
tional device. The purpose of this pro¬ 
posal is to prevent externally imposed 
duress, not duress inherent in a subject s 
medical condition. 


EXCEPTION FROM REQUIREMENT 


Proposed § 812.123 provides for ex¬ 
ceptions from the general requirement 
of informed consent established by pro¬ 
posed § 812.120 in certain life-threaten¬ 
ing situations where the investigator 
complies with specific procedures. The 
investigator must determine in writing 
that a life-threatening situation involv¬ 
ing the subject exists which necessitates 
use of the investigational device, that it 
is not feasible to obtain informed con¬ 
sent from the subject, and that there is 
not sufficient time to obtain such con¬ 
sent from the subject’s legal representa¬ 
tive. Such determination must be con¬ 
curred in by a licensed physician not 
involved in the testing of the device, un¬ 
less the Investigator determines, and 
documents this determination, that im¬ 
mediate use of the device is necessary to 
save the life of the subject and there is 
not sufficient time to obtain such con¬ 
currence and that there is available no 
alternative method of therapy that is 
generally approved or recognized that 
may save the life of the subject. 

All except the last of those deter¬ 
minations required of the investigator 
under proposed § 812.123(a) are drawn 
verbatim from section 520(g)(3)(D) of 
the act. The purpose of the requirement, 
that a determination be made as to lack 
of availability of any alternative method 
of therapy that may save the life of the 
subject, is to prevent routine reliance on 
the exception. Authority for this require¬ 
ment is derived from section 520(g)(1) 
of the act, which mandates that the in¬ 
vestigational use of a device be con¬ 
sistent with protection of the public 
health and safety. Documentation of 
these determinations may occur after 
use of the device in those emergency 
situations. 

Proposed 5 812.123(b) imposes upon 
the investigator the requirement to re¬ 
port these determinations as soon as 
possible, but in no event later than 
5 working days after using the device, to 
the sponsor and the committee for sub¬ 
mission by the sponsor to FDA. as man¬ 
dated by the House Report (ref. 2, at 
44). 


ELEMENTS OF INFORMED CONSENT IN 
AGREEMENT 

Proposed 8 812.130 makes explicit and 
efines in greater detail the general re* 
uirements for informed consent tnat 
ppear In I 812.120. . 

Proposed § 812.130(a) requires that 
he investigator have the subject sign 
n agreement that includes an cxpiana- 
lon of pertinent information sufficien 
o enable the subject to make an in¬ 
armed and intelligent decision concei - 
qg his or her participation in the 
Igational study. While the Pjoposea 
812.130(a) lists specific items ofinror- 
nation drawn from the Departing 
egulations, the IND regulations, and tne 
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Conference Report (which restates pro¬ 
visions that appeared in the Senate bill) 
that must be included in the agreement, 
this list could not possibly cover all in¬ 
vestigational studies and represents only 
the minimum required. The investigator 
always must tailor the information he 
provides to the subject to the require¬ 
ment of sufficiency to enable the subject 
to make an informed and intelligent 
decision regarding participation; this 
means that an investigator may have to 
provide information in addition to that 
expressly required in the list. 

Proposed 5812.130(b) prohibits inclu¬ 
sion of exculpatory language in the 
agreement. Proposed § 812.130(c) re¬ 
quires the investigator to provide to the 
sponsor and to the institutional review 
committee sample copies of written ma¬ 
terials given or read to each subject re¬ 
garding the information required by 
proposed § 812.130(a) as well as copies 
of any forms used to document consent, 
which must be approved by the commit¬ 
tee. Such materials must also be submit¬ 
ted to FDA under Subpart B. 

Proposed Subpart G of Part 812 is re¬ 
served. 


INVESTIGATIONAL STUDIES THAT DO NOT 
INVOLVE HUMAN SUBJECTS 

Proposed Subpart H states the re¬ 
quirements applicable to investigational 
studies of devices intended for use in hu¬ 
mans, presently or eventually, where 
such studies do not involve human sub¬ 
jects. Subpart H applies to studies of a 
device in laboratory animals, or for in 
vitro or mechanical testing or other test¬ 
ing not involving use of human subjects. 

Conditions of Exemption 

Proposed 5 812.160(a) describes the 
conditions for an exemption for investi¬ 
gational studies that do not involve 
human subjects. The conditions require 
adequate labeling of the device, exercise 
of diligence to assure that the device is 
sent only to persons conducting tests 
that do not involve human subjects, and 
compliance with requirements concern¬ 
ing recordkeeping and records inspection. 

Proposed § 812.160 is similar to § 312.9 
of the IND regulations. 


termination of exemption 

Proposed § 812.170 describes the 
grounds and procedures for terminating 
an exemption for an investigational 
, UcIy of a device that does not involve 
numan objects. This section is similar 
10 § 312.9(c) of the IND regulations. 
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2. House Report No. 94-863, Medical De¬ 
vice Amendments, February 29, 1976 (Com¬ 
mittee on Interstate and Foreign Com¬ 
merce) . 

3. House Report No. 94-1090, Medical De¬ 
vice Amendments, May 6, 1976 (Committee 
of Conference). 

Proposed Effective Date 

To provide interested parties with an 
opportunity to begin clinical investiga¬ 
tions prior to the effective date of the 
proposed regulation, FDA will accept ap¬ 
plications for review and approve con¬ 
ditions necessary' to obtain a medical de¬ 
vice exemption providing the applicant 
complies with the requirements set forth 
in the proposed regulation. 

The final regulations will be published 
in the Federal Register after considera¬ 
tion of all comments submitted pursuant 
to this notice of proposed rule making. 
The Commissioner proposes that the reg¬ 
ulations become effective 90 days after 
the date of publication in the Federal 
Register of the Anal regulations. 

The Commissioner has carefully con¬ 
sidered the environmental effects of the 
proposed regulations and, because the 
proposed action will not significantly af¬ 
fect the quality of the human environ¬ 
ment, has concluded that an environ¬ 
mental impact statement is not required. 

The Commissioner also has considered 
carefully the inflation impact of the pro¬ 
posed regulations as required by Execu¬ 
tive Order 11821, OMB Circular A-107, 
and the Guidelines issued by the Depart¬ 
ment of Health, Education, and Welfare, 
and ho major inflation impact has been 
found. Copies of the FDA environmental 
and inflation impact assessments are on 
file with the Hearing Clerk, Food and 
Drug Administration. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (secs. 301, 501, 
502, 520 (e), (g), 701(a), 704, 801(d), 52 
Stat. 1042-1043 as amended, 1049-1051 
as amended, 1055, 1057 as amended, 90 
Stat. 567, 569-571, 578 (21 U.S.C. 331, 351, 
352, 360j (e), (g). 371(a), 374, 381(d))) 
and under authority delegated to him (21 
CFR 5.1) (recodification published in the 
Federal Register of June 15,1976 (41 FR 
24262)), the Commissioner proposes that 
new Part 812 be established to read as 
follows: 


PART 812—INVESTIGATIONAL DEVICE 
EXEMPTIONS 

Subpart A—General Provisions 

Sec. 

812.1 Scope. 

812.2 Applicability. 

812.3 Definitions. 

812.5 General qualifications for an exemp¬ 

tion. 

812.10 Petitions for waiver of requirements. 

812.12 Information previously submitted. 

812.19 Requirements applicable to import¬ 

ers and exporters of Investiga¬ 
tional devices. 

Subpart B—Applications for Exemption for 
Investigational Studies Involving Human Subjects 

812.20 Application. 

812.25 Investigational plan. 

812.27 Report of prior investigations of a 

device. 


Sec. 

812.30 FDA review of and action on an ap¬ 
plication. 

812.35 Withdrawal of an investigational 

device exemption. 

812.38 Confidentiality of data and informa¬ 

tion in an application. 

812.39 Supplemental applications and 

submissions concerning applica¬ 
tions. 

Subpart C—Sponsor Responsibilities in 
Investigational Studies Involving Human Subjects 

812.40 General. 

812.42 Review of the investigational study 

by the Food and Drug Adminis¬ 
tration and the Institutional re¬ 
view committee. 

812.43 Selection of investigators. 

812.45 Control over the Investigational de¬ 

vice. 

812.46 Monitoring the Investigational 

study. 

812.47 Submitting information to investi¬ 

gators. 

812.50 Promotion and sale of an Investiga¬ 
tional device. 

812.55 Reporting to the Food and Drug Ad¬ 
ministration, maintaining records, 
and permitting inspection. 

Subpart D—Institutional Review Committee 

812.60 Circumstances in which an Institu¬ 
tional review committee is re¬ 
quired. 

812.62 Membership of an institutional re¬ 
view committee. 

812.65 Procedures for review and monitor¬ 

ing of Investigational studies by 
an institutional review commit¬ 
tee. 

812.66 Procedures and criteria for review of 

investigational studies by an in¬ 
stitutional review committee. 
812.70 Review by Institution. 

812.75 Records of an Institutional review 

committee. 

812.77 Inspection of institutional review 
committees. 

812.79 Disqualification of an institutional 
review committee. 

Subpart E—Investigator Responsibilities in 
Investigational Studies Involving Human Subjects 

812.101 Review of Investigational study by 
the Food and Drug Administra¬ 
tion. 

812.103 Review of investigational study by 
institutional review committee. 
812.105 Conformity to investigational plan. 
812.107 Control over the investigational 
device. 

812.111 Records regarding subjects. 

812.112 Reports to sponsor. 

812.114 Retention of records. 

812.115 Inspection of facilities, records, and 

reports and requests for records 
and reports. 

812.119 Disqualification of investigators. 
Subpart F—informed Consent of Human Subjects 

812.120 General requirements of Informed 

consent. 

812.123 Exception from requirement. 

812.130 Elements of Informed consent In 
agreement. 

Subpart G—[Reserved] 

Subpart H—Investigational Studies That Do Not 
Involve Human Subjects 

812.160 Conditions of exemption. 

812.170 Termination of exemption. 

Authority: Secs. 301(1), (q), 501. 502, 520 
(e), (g). 701(a), 52 8tat. 1042-1043 as 

amended. 1049-1051 as amended, 1055, 90 
Stat. 567, 569-571, 576-578 (21 UB.C, 331 
(1), (q).351,352,360] (e). (g),371(a)) 
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Subpart A—General Provisions 
§ 812.1 Scope. 

(a) Tills part provides that a device 
may be exempted from any of the re¬ 
quirements of the act enumerated in 
paragraph (c) of this section th^t would 
otherwise be applicable to the device, to 
permit investigational studies of the de¬ 
vice by experts who are qualified by sci¬ 
entific training and experience to inves¬ 
tigate the safety and effectiveness of de¬ 
vices intended for human use. This part 
implements section 520(g) of the act. 

(b) This part has two objectives: 

(1) To encourage the discovery and 
development of useful devices, by apply¬ 
ing special requirements to investiga¬ 
tional studies of devices in lieu of those 
otherwise applicable requirements that 
may impede such discovery and develop¬ 
ment. 

(2) To protect the public health and 
safety by assuring adequate safeguards 
for human subjects in investigational 
studies, by requiring studies to be con¬ 
ducted in conformity with ethical stand¬ 
ards, and by fostering the development 
of reliable data concerning the safety and 
effectiveness of devices. 

(c) (1) In general, a device is exempted 
from provisions of the following sec¬ 
tions of the act and regulations there¬ 
under: Misbranding under 502, registra¬ 
tion and premarket notification under 
510, performance standards under 514, 
premarket approval under 515, records 
and reports under 519, restricted devices 
undre 520(e), good manufacturing prac¬ 
tices under 520(f), and color additives 
under 706. 

(2) A device shall not be exempted 
from a provision of the act listed in para¬ 
graph (c)(1) of this section where: 

(1) The sponsor indicates that an ex¬ 
emption as to that provision is not re¬ 
quested. in an application submitted un¬ 
der § 812.20: or 

<ii) The Commissioner indicates that 
a device is not exempt from such a pro¬ 
vision in an order of disapproval or con¬ 
ditional approval under § 812.30. 

(3) A shipment of a device may be ex¬ 
empted from a banned-device regulation 
under section 516 of the act. but only if 
the Commissioner has approved an ap¬ 
plication for such an exemption under 
§812.30(0(2). 

§ 812.2 Applicability. 

(a) General. (1) This part applies to 
any investigational device intended for 
human use, including any in vitro diag¬ 
nostic product for diagnosis of any hu¬ 
man disease or condition, according to 
the other rules prescribed in this section. 

(2) This part does not apply to any 
device intended for veterinary use. 

(3) Except as otherwise provided in 
this section, this part applies to any in¬ 
vestigational study, whether it is under¬ 
taken to develop data to obtain approval 
for commercial distribution of a device, 
e.g., by approval under section 515 of the 
act, to conduct fundamental research for 
such scientific purposes as expanding 
medical knowledge but not for the pur¬ 
pose of obtaining approval for commer¬ 


cial distribution, or to aid diagnosis and 
treatment by means of use of an investi¬ 
gational device involving a human sub¬ 
ject 

(4) This part does not apply to a de¬ 
vice which is being used in the course of 
an experiment but in a manner and for 
a purpose which is included in labeling 
specifically prescribed for such device by 
regulation under the act, or labeling ap¬ 
proved under section 515 of the act. 

<b) Applicability to devices currently 
subject to premarket approval require¬ 
ment. (1) This part applies to any clin¬ 
ical use of any device intended for hu¬ 
man use that (i) is classified in class m, 
premarket approval, by section 513(f) of 
the act, i.e., any device that was not in 
commercial distribution before May 28, 
1976. and is not substantially equivalent 
to a device that was in commercial dis¬ 
tribution before such date; (ii) has not 
been reclassified into class I, general con¬ 
trols, or class n, performance standards; 
and (iii) does not have in effect an ap¬ 
proved application for premarket ap¬ 
proval under section 515 of the act. 

(2) This part applies to any clinical 
use of a device intended for human use 
that (i) was in commercial distribution 
before May 28, 1976, or was not in com¬ 
mercial distribution before such date but 
is substantially equivalent to a device 
that was in commercial distribution be¬ 
fore such date; and (ii) has been classi¬ 
fied in class HI, premarket approval, by 
regulation promulgated under section 
513(d) of the act if such clinical use 
occurs after the transitional period for 
the device, as defined in § 812.3(k) and 
the device is not the subject of an ap¬ 
proved application for premarket ap¬ 
proval under section 515 of the act. 

(3) This part applies to any clinical 
use of a device intended for human use 
that (i) was regarded as a new drug or 
antibiotic drug before May 28. 1976; (ii) 
is a class IH device under section 520(1) 
of the act; and (iii) is not the subject of 
an approved application for premarket 
approval (or deemed to be the subject 
of such an approved application) under 
section 515 of the act. This part also 
applies to any device that, before the 
effective date of this part, was the sub¬ 
ject of a “Notice of Claimed Exemption 
for an Investigational New Drug** under 
Part 312 of this chapter. 

(c) Applicability to investigational de¬ 
vices not currently subject to premarket 
approval requirement. (1) Tills part ap¬ 
plies to any investigational study involv¬ 
ing human subjects of a device that is 
not subject to this part in accordance 
with paragraph <b) of this section but 
that would, unless exempted under this 
part, be in violation of one or more of 
the following sections of the act if 
shipped for use in the investigational 
study: Misbranding under 502; registra¬ 
tion under 510; performance standards 
under 514; banned devices under 516; 
records and reports under 519; restricted 
devices under 520(e); good manufactur¬ 
ing practices under 520(f); or color ad¬ 
ditives under 706. 

(2) The extent to which full compli¬ 
ance with all of the requirements will be 


required for investigational studies of a 
device that is not subject to this part in 
accordance with paragraph (b) of this 
section but that would, unless exempted 
under this part, be in violation of one 
of the sections of the act enumerated 
in paragraph (c) (1) of this section, will 
depend upon the degree of potential haz¬ 
ard associated with the device, whether 
the device has been classified, and the 
class in which a device has been, or is 
likely to be, classified. 

(1) Where such a device has not been 
classified, this part shall apply to an 
investigational study only if the device 
is intended to be implanted in the human 
body, is purported or represented to be 
for a use in supporting or sustainin': 
human life, or that poses an inherent 
high degree of hazard. 

(ii) This part shall apply to any in¬ 
vestigational study of such a device for 
which a final regulation has become ef¬ 
fective classifying the device in class HI. 
premarket approval. 

(iii) This part shall apply to an in¬ 
vestigational study of such a device for 
which a final regulation has become ef¬ 
fective classifying the device in class I, 
general controls, or class H, performance 
standards. For investigational studies of 
such a device, specific requirements of 
this part may be waived by the Di¬ 
rector of the Bureau, upon petition sub¬ 
mitted by a sponsor under § 812.10. In 
considering whether to allow such a 
waiver, the Director will consider, among 
other factors, Hihe hazards that may be 
associated with the device in the investi¬ 
gational study. 

(d> Relation to product development 
protocol provisions of the act. (1) Any 
condition under this section that a de¬ 
vice have an approved application for 
premarket approval under section 515 
of the act is satisfied if there is in effect 
an approved notice of completion of a 
product development protocol under sec¬ 
tion 515(f) of the act. 

(2) This part shall apply to an inves¬ 
tigational study of a device pursuant to 
a product development protocol under 
section 515(f) of the act. 

(e) Applicability to custom device s. 
Subject to paragraphs (a) through (d) 
of this section, this part applies to any 
custom device whether or not section 
520(b) of the act exempts such device 
from a performance standard under sec¬ 
tion 514 or premarket approval under 
section 515 of the act. 

§ 812.3 Definition*. 

(a) “Investigational device’* means a 
device intended for human use that is 
used in an investigational study that Is 
subject to this part. 

(b) “Investigational plan’’ means a 
plan or protocol for an investigational 
study that meets the requirements of 
§ 812.25. 

(c) “Investigational study’* means any 
experiment involving an investigational 
device that is subject to regulation under 
this part. 

(d) “Investigator** means a person 
who actually conducts the investiga¬ 
tional study of a device, (Le., actua .• 
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ad ministers the investigational device to, 
or uses it involving, a subject). 

<e) “Sponsor" means a person who 
initiates and supports, by financial or 
other resources, an investigational study 
of a device but who does not actually 
conduct the study (i.e., does not actually 
administer the investigational device to, 
or use it involving, a subject) unless such 
person is a sponsor-investigator. 

<D “Sponsor-investigator" means a 
person who both initiates and actually 
conducts, alone or with others, an in¬ 
vestigational study. Such a person has 
the responsibilities both of a sponsor 
under Subparts B and C of this part and 
of an investigator under Subparts E and 
F of this part. 

<g) “Institution" means a person 
• other than an individual) who engages 
in the conduct of research on human 
subjects, or in the delivery of medical 
sen ices to human subjects as a primary 
activity or as an adjunct to providing 
residential or custodial care to human 
beings. The term includes a hospital, re¬ 
tirement home, prison, university, or de¬ 
vice manufacturer. “Facility" as used 
in section 520(g) of the act is deemed to 
be synonomous with the term “institu¬ 
tion" for purposes of this part. 

<h> “Subject" means an individual 
who is or becomes a participant in an 
investigational study, either as a recipi¬ 
ent of the investigational device or as 
a control. A subject may be either a non¬ 
patient volunteer or a patient on whom 
the investigational device might have a 
therapeutic effect or provide diagnostic 
information. 

‘Institutionalized subject" means: 

1 1 > A human subject who is confined, 
whether by voluntary admission or in¬ 
voluntary commitment, for a period of 
more than 24 continuous hours on the 
premises of, and in the care .of, an insti¬ 
tution (e.g., a hospital in-patient or a 
resident in a retirement home), whether 
or not that institution is a sponsor of, or 
an investigator in, the investigational 
study; or 

^2) a human subject who is involun¬ 
tarily confined for any period of time in 
a penal institution (e.g., jail, workhouse, 
house of detention, or prison), including 
a human subject sentenced to such an 
institution under a criminal or civil stat¬ 
ute, a human subject detained in such 
an institution awaiting arraignment, 
commitment, trial or sentencing under 
such statutes, and a human subject de¬ 
tained in another institution (e.g.. a 
nospital) by virtue of statutes or com¬ 
mitment procedures which provide alter¬ 
atives to criminal prosecution or in- 
arceration in a penal facility. 

'j.; “Person" includes an individual, 
^nVl e I ship ' corporation, association. 

c or acac *emic establishment, 
entfty lment agency » and any other legal 

tr>' n k V Trar l sltlonal Period" applies only 
.*,?£** that was In commercial dis- 
mbutlon before May 28. 1976. or that is 
*? ««* ^Pe as and substantially 
2** *£ . a device that was in com- 
but rini ci st , r bution before such date, 
t does not apply to any article that 


was regarded as a new drug or antibiotic 
drug before such date and that is sub¬ 
ject to section 520(1) of the act. The 
transitional period is the period begin¬ 
ning on May 28. 1976, and ending on one 
of the following dates applicable to the 
device: 

(1) The date the device is classified in 
class I. 

(2) After the device has been classi¬ 
fied in class II, the date that a perform¬ 
ance standard for the device becomes 
effective. 

(3) After the device has been classi¬ 
fied in class m, the date that the device 
may be the subject of regulatory action 
under section 501(f) (1) of the act if an 
application for a premarket approval of 
the device was not submitted under sec¬ 
tion 515 of the act, or if such an appli¬ 
cation was submitted but approval was 

denied or withdrawn, i.e., the last day 
of the 30th calendar month beginning 
after the month in which the classifica¬ 
tion of the device in class HI became 
effective under section 513 of the act, or 
on the 90th day after the date of the 
promulgation of a regulation requiring 
the submission of an application under 
section 515(b) of the act, whichever 
occurs later. 

§ 812.5 General qualification* for an ex¬ 
emption. 

A shipment of an investigational de¬ 
vice is exempt from any or all of the 
otherwise applicable requirements of the 
act enumerated in § 812.1(c) if all of the 
following conditions are met: 

(a) The label of the device bears the 
name and place of business of the man¬ 
ufacturer, packer, or distributor in ac¬ 
cordance with § 801.1 of this chapter, the 
quantity of contents, and the statement 
“Caution—Investigational device (or, 
where appropriate. Investigational diag¬ 
nostic product) Limited by Federal (or 
United States) law to investigational 
use." 

(b) The labeling of the device is not 
false or misleading in any particular. 

(c) If the shipment is for an investi¬ 
gational study involving human subjects: 

(1) An “Application for an Investiga¬ 
tional Device Exemption" covering that 
shipment was submitted by the sponsor 
under Subpart B of this part. 

(2) The requisite time has elapsed fol¬ 
lowing the date of receipt of the appli¬ 
cation by the Food and Drug Adminis¬ 
tration to permit the investigational 
study to begin under § 812.30(c) (1), or 
the Commissioner has approved the ap¬ 
plication where required by § 812.30(c) 
( 2 ). 

(3) The Commissioner has not disap¬ 
proved the application or withdrawn the 
exemption. 

(4) Each shipment of the device is 
made in accordance with the commit¬ 
ments in the application and any condi¬ 
tions imposed in the Commissioner’s ap¬ 
proval of the application pursuant to 
§ 812.30(f). 

(5) The sponsor has complied with the 
requirements of Subparts B and C of this 
part, any institutional review committee 
that is to review and approve the inves¬ 


tigational study for which shipment is 
made has complied with the require¬ 
ments of Subpart D of this part, and the 
investigator (s) to which the shipment is 
to be made has complied with the re¬ 
quirements of Subparts E and F of this 
part. 

(d) If the shipment is intended solely 
for tests in laboratory animals, or for 
other tests that do not involve human 
subjects, the requirements of Subpart H 
of this part have been met. 

(e) If the shipment is to be imported 
into or exported from the United States, 
the requirements of § 812.19 have been 
met. 

§ 812.10 Petitions for waiver of require¬ 
ments. 

(a) Any person subject to any require¬ 
ment under this part may petition the 
Commissioner for a waiver of such re¬ 
quirement. Such a petition shall be 
submitted in accordance with § 2.7 of 
this chapter and shall set forth the basis 
for the petitioner’s belief that compli¬ 
ance with the requirement is not neces¬ 
sary to achieve the objectives of this part 
and, where appropriate, any alternative 
means to achieve the objective of the 
requirement from which the waiver is 
sought. 

(b) The Commissioner may, at his 
discretion, grant a petition for a waiver 
submitted under this section if he finds 
that compliance with the requirement 
from which the waiver is sought is not 
necessary to achieve the objectives of 
this part and, where appropriate, that 
the proposed alternative means will 
achieve the objective of the requirement 
from which the waiver is sought. 

(c) The person who submits a peti¬ 
tion under this section continues to be 
subject to the requirement from which 
the waiver is sought unless and until the 
Commissioner grants the petition. 

§ 812.12 Information previously sub¬ 
mitted. 

Wherever this part requires the sub¬ 
mission to the Food and Drug Adminis¬ 
tration of information or data that pre¬ 
viously had been submitted in accord¬ 
ance with this part or other parts of this 
chapter, the information or data need 
not be resubmitted but may be incorpo¬ 
rated by reference. 

§ 812.19 Requirements applicable to im¬ 
porters and exporters of investiga¬ 
tional devices. 

(a) Any person who imports or offers 
for importation into the United States 
an investigational device shall assure 
that all of the following requirements are 
met: 

(1) The labeling of such device com¬ 
plies with § 812.5 (a) and (b) ; 

(2) If the device is for an investiga¬ 
tional study involving human subjects: 

(i) The importer of such shipment is 
an agent in the United States of the 
foreign exporter or is the ultimate con¬ 
signee, and the foreign exporter or the 
ultimate consignee has, prior to such 
shipment, completed and submitted to 
the Food and Drug Administration an 
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“Application for an Investigational 
Device Exemption 0 in accordance with 
§ 812.20 and acts as the sponsor of the 
investigational study to assure compli¬ 
ance with the procedures, conditions and 
requirements of this part. 

<ii) The requisite time has elapsed fol¬ 
lowing the date of receipt of the appli¬ 
cation by the Food and Drug Adminis¬ 
tration to permit the investigational 
study to begin under § 812.30(c) (1), or 
the Commissioner has approved the ap¬ 
plication, where required by 5 812.30(c) 

( 2 ). 

(iii) The Commissioner has not dis¬ 
approved the application or withdrawn 
the exemption. 

(b)(1) Any person who exports from 
the United States to a foreign country 
a device that does not comply with re¬ 
quirements of the act shall comply with 
all of the following requirements: 

(1) The device conforms to the speci¬ 
fications of the foreign purchaser. 

(ii) The device complies with the laws 
of the country to which it is being 
exported. 

(iii) The label on the outside of the 
shipping package indicates that the de¬ 
vice is intended for export. 

(iv) The device is not sold or offered 
for sale in domestic commerce. 

(v) Where required, the device com¬ 
plies with the additional requirements 
of paragraph (b) (2) of this section. 

(2) Any person who exports from the 
United States for an investigational 
study involving human subjects a de¬ 
vice that is subject to a performance 
standard hi effect under section 514 of 
the act and does not comply with 
such standard: or that is required to 
have in effect an approved application 
for premarket approval under section 
515 of the act, and that is not cur¬ 
rently subject to a transitional period, 
and that does not have in effect an 
approved application; or that is subject 
to a banned device regulation under sec¬ 
tion 516 of the act shall comply with 
all of the following requirements in 
addition to the requirements of para¬ 
graph (b)(1) of this section: 

(i) The exporter has, or assures that 
another person has, complied with the 
requirements of Subparts B and C of 
this part applicable to sponsors. 

(ii) The exporter or such other per¬ 
son obtains the approval of the govern¬ 
ment of the foreign country to which 
the device is proposed to be shipped 
and such approval states that such gov¬ 
ernment has adequate information about 
the device and is satisfied that the de¬ 
vice may be used lawfully by the in¬ 
tended consignees in that country. 

(iii) The exporter or other person sub¬ 
mits to the Food and Drug Administra¬ 
tion a copy of this approval, a request 
for permission to export the device, and 
an explanation of why the proposed ex¬ 
port of the device is not contrary to the 
public health and safety. 

(iv) The Commissioner has deter¬ 
mined that the export of the device to 
the foreign country Is not contrary to 
the public health and safety and has 
notified the exporter or other person of 
this determination. 


(3) The Commissioner may by order 
issued in accordance with the procedures 
of § 812.30(g) disapprove the export of 
the device under paragraph (b) (2) of 
this section if he determines that such 
export is contrary to the public health 
and safety. 

Subpart B —Applications for Exemption for 

Investigational Studies Involving Human 

Subjects 

§ 812.20 Application. 

(a) The sponsor of an investigational 
study shall file with the Food and Drug 
Administration a completed “Application 
for an Investigational Device Exemp¬ 
tion” that has been signed by the spon¬ 
sor. Four copies of the application and 
any material required to accompany the 
application, bound and contained in 
volumes of reasonable size, shall be sub¬ 
mitted by registered mail to the Bureau 
of Medical Devices and Diagnostic Prod¬ 
ucts, Food and Drug Administration, 8757 
Georgia Ave. f Silver Spring, MD 20910. 
Any subsequent reports, any correspond¬ 
ence concerning an application, and any 
supplemental application submitted un¬ 
der § 812.39 also shall be submitted in 
quadruplicate by registered mail to this 
address. The outside wrapper of any ap¬ 
plication or supplemental application 
should include the statement “Applica¬ 
tion for Investigational Device Exemp¬ 
tion/’ and the outside wrapper of any 
reports or correspondence should include 
the statement “Regarding an Investiga¬ 
tional Device Exemption.” 

(b) An application for an investiga¬ 

tional device exemption shall be submit¬ 
ted on Form FD- _ and shall include 

the following information: 

(1) The best available descriptive 
name of the device, and a brief statement 
of its intended use(s) and of how it is to 
be administered. 

(2) A complete statement of the com¬ 
ponents, ingredients, properties and 
principle (s) of operation of the device, 
including reasonable variations in the 
components, ingredients, properties and 
principle(s) of operation that may be 
expected during the investigational 
study. 

(3) A complete statement of all of the 
methods, facilities, and controls used for 
the manufacture, processing, packing, 
storage, and where appropriate, installa¬ 
tion of the device to the extent that such 
methods, facilities, and controls may 
affect the safety and effectiveness of the 
device. 

(4) A statement of the requirements of 
the act enumerated in §812.1(0 from 
which the sponsor seeks an exemption 
and a reference to any standards promul¬ 
gated under section 514 of the act from 
which the sponsor seeks an exemption. 

(5) If there is an institutional review 
committee that is to review, approve, and 
monitor the investigational study in ac¬ 
cordance with Subpart D of this part: 

(i) A statement that an investigational 
plan that meets the requirements of 
§ 812.25 and a report of prior investi¬ 
gations of the device that meets the 
requirements of § 812.27 have been sub¬ 
mitted to and approved by the institu¬ 
tional review committee. 


(ii) A statement from the committee, 
signed by all members who participated 
in tiie decision, that the committee ha* 
approved the investigational plan and 
has reviewed the report of prior investi¬ 
gations of the device, that the commil • 
tee will review and monitor the study 
until it is completed or discontinued, or 
the exemption is withdrawn, and that 
during the study the committee will su¬ 
pervise the study to assure conformity 
with the investigational plan and wit 
the requirements applicable to investiga¬ 
tors under Subparts E and F of this part. 

(iii) A summary of the investigational 
plan. 

(iv) A copy of the report of prior in¬ 
vestigations of the device that meets 
the requirements of § 812.27 and that v . s 
submitted to the committee. 

(6) If there is no institutional review 
committee that is to review, approve, and 
monitor the investigational study: 

(i) An investigational plan that me 
the requirements of § 812.25. 

(ii) A report of prior investigations of 
the device that meets the requirements ul 
§ 812.27. 

(7) A copy of all form(s) to be used to 
obtain informed consent of human sub¬ 
jects as required by Subpart F of this 
part (which may be appended to the in¬ 
vestigational plan or the summary of the 
investigational plan). 

(8) A copy of all informational ma¬ 
terial, including labels and other labeling, 
which is to be supplied to investigators ns 
required by § 812.47(a). 

(9) A description of the scientific 
training and experience that the sponsor 
considers appropriate to qualify indi¬ 
viduals as suitable experts to investigate 
the safety and effectiveness of the device, 
bearing in mind the investigational plan, 
the report of prior investigations of the 
device, and what is known about the de- 

(10) A copy of the signed statements of 

investigators iForm FD-> who will 

be taking part in the investigational 
study required under § 812.43 (bi. 

(11) The name and a summary of the 
training and experience of the individual 
who is to monitor the progress of the 
study for the sponsor and evaluate the 
data regarding the safety and effective¬ 
ness of the device, as required by § 812 ^ 


b). 

(12) A statement as to whether any 

nstitutional review committee has ever 
lisapproved any investigational study ei 
he device and the reasons for such dis¬ 
approval. ... 

(13) A statement that the sponsor will 
omply with each of the requirements o 
5 ubparts B and C of this part. 

(14) If the sponsor intends to be com¬ 

pensated for an investigational device oj 
ubjects and/or investigators: . 

(!) A full explanation of why. conju¬ 
ring manufacturing and other costs, 11 
proposed compensation is necessary a 
he amount of proposed compensation » 
easonable. , tn 

(ii) A statement that the sponsor un 
terstands that the failure of the 
ind Drug Administration to disappro. 
uch compensation is not to be re ^ rd f 
is permitting the commercialization oi 
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an investigational device prohibited by 
§ 812.50. 

(15) If the sponsor is requesting waiver 
of the requirement of § 812.30(c) (1) that 
a study shall not begin before the expira¬ 
tion of 30 days after the Food and Drug 
Administration has received an applica¬ 
tion meeting the requirements of this 
subpart, a statement of reasons for re¬ 
questing such waiver. 

(16 > When requested by the Food and 
Drug Administration after receipt of an 
application under this section, an envi¬ 
ronmental impact analysis report meet¬ 
ing the requirements of Part 6 of this 
chapter. 

(17) Any other information required 
by the Food and Drug Administration to 
be submitted. 


§ 812.25 Investigational plan. 

(а) The investigational plan for the 
investigational study of a device shall 
ir iude the following: 

(1) A statement of the intended uses 
of the device; 

(2) A general outline of the plan and 
any possible changes or variations in the 
pl.m that may be made based on experi¬ 
ence gained in the study; 

(3) A description of what results are 
expected from the investigational study; 

(4) A justification for commencing the 
study taking into account the report of 
prior investigations of the device; 

(5) The expected duration of the in¬ 
vestigational study; 

(б) Identification of the investigator 
or investigators, the facilities where the 
study will occur, and any institutional 
review committees that will supervise the 

study; 

(7) The patient population in which 
the device will be used (in terms of age, 
sex, and condition) and the size of such 
population; 

( 8> A justification for using such pa¬ 
tient population and of the size of such 

population; 

(9) The sponsor’s plan for monitoring 
the study in accordance with § 812.46; 

(10) A description of records to be 
maintained, and the reports to be made, 
by the investigator(s) and the sponsor to 
assure compliance with the plan and 
enable the progress of the investigation 
to be reviewed by the sponsor, any insti¬ 
tutional review committee, and the Food 
and Drug Administration, and the safety 
and effectiveness of the device to be eval¬ 
uated; and 


‘ID The plan for obtaining informed 
consent from subjects, Including copies 
of all forms to be used in obtaining such 

consent. 


»b) The procedures and conditions 
the investigational plan may vary d 
pending on (1) the scope and duration 
r“ e investigational study, (2) the nun 
fier of human subjects who are to be ii 
volved in the study, (3) the need to pe 
mu changes to be made in the devi 
auring the study conducted in accor 
* ice with the plan, and (4) the purpe 
Ho • e e.g., whether the study 

* or the purpose of develop!: 
„«i^!? tain a PP r °val for the comme 
“1 distribution of the device. 


(c) Where an investigational study is 
for the purpose of developing data to ob¬ 
tain approval for the commerecial dis¬ 
tribution of the device, an investigation¬ 
al plan will not ordinarily be regarded as 
reasonable unless it provides for more 
than one independent competent inves¬ 
tigator to maintain adequate case his¬ 
tories of an adequate number of sub¬ 
jects, including controls, in accordance 
with 8 812.111. 

(d) The investigational plan may pro¬ 
vide for additional animal tests to be 
made during the investigational study. 

§ 812.27 Report of prior investigations 
of a device. 

(a) The report of prior investigations 
of a device, to be submited to an institu¬ 
tional review commitee and to the Food 
and Drug Administration, shall include 
information concerning prior investiga¬ 
tions of a device that is adequate to jus¬ 
tify the investigational study involving 
human subjects as proposed in the inves¬ 
tigational plan under § 812.25. 

<b) The report of prior investigations 
of a device shall include: 

(1) Complete information available to 
the sponsor about preclinical investiga¬ 
tions of the device, including tests in 
animals and tests in vitro, and prior 
clinical investigations of the device or 
clinical experience with the device from 
commercial marketing, whether in the 
United States or in foreign countries. 

(2) A complete bibliography of any 
publications about the device. 

(c) Prior investigations of a device 
shall not be considered adequate to jus¬ 
tify an investigational study involving 
human subjects unless the conditions of 
the preclinical investigations of the de¬ 
vice are relevent to the conditions of the 
proposed investigational study. 

(d) Except where tests on laboratory 
animals would be inappropriate, e.g., 
where in the judgment of the institu¬ 
tional review committee and the Food 
and Drug Administration, there have 
been adequate in vitro tests or there is 
ample literature concerning prior clin¬ 
ical investigations or clinical experience, 
prior investigations of a device will be 
considered adequate to justify the in¬ 
vestigational use of the device in human 
subjects only if: 

(1) The device has been tested in lab¬ 
oratory animals and these tests show 
that it is reasonably safe to begin an in¬ 
vestigational study involving human sub¬ 
jects; and 

(2) The report of prior investigations 
of the device (i) identifies and describes 
the qualifications of the persons who 
conducted such tests and the persons 
who evaluated the results and who con¬ 
cluded that it is reasonably safe to begin 
an investigational study involving hu¬ 
man subjects, (ii) states where such tests 
were conducted, (ill) states whether 
records concerning such tests are avail¬ 
able and, if so, where, and (iv) provides 
sufficient details concerning such tests 
to permit scientific review. 

<e) Where the device consists of sev¬ 
eral components or ingredients and in¬ 
formation concerning any such compo¬ 


nents or ingredients is needed to justify 
the investigational use of the device in 
human subjects, the report of prior in¬ 
vestigations of a device shall include a 
summary of information about prior 
clinical investigations of significant com¬ 
ponents or ingredients of the device, or 
clinical experience with such compo¬ 
nents from commercial marketing, and a 
complete bibliography of publications 
about the components or ingredients. 
Such summary shall include all reports 
available to the sponsor suggesting side 
effects, contraindications, or ineffec¬ 
tiveness of such components or ingredi¬ 
ents and a statement of the expected re¬ 
sults of combining the components or in¬ 
gredients. 

§ 812.30 Food and Drug Administration 
review of and action on an applies* 
lion. 

(a) Upon receipt of an application for 
an investigational device exemption sub¬ 
mitted in accordance with this subpart, 
the Food and Drug Administration will 
notify the sponsor of the date of such 
receipt and inform the sponsor that the 
investigational study may not be com¬ 
menced : 

(1) For 30 days from the date of 
receipt of the application of the Food and 
Drug Administration, unless the agency 
has decided to waive the 30-day time re¬ 
quirement and so informs the sponsor, or 

(2) In the case of an application for an 
exemption from the banned device pro¬ 
visions of section 516 of the act until 
the Food and Drug Administration ap¬ 
proves the application. 

(b) If, during the 30-day period fol¬ 
lowing receipt of the application, the 
Commissioner finds that the application 
does not meet the requirements of this 
subpart, he shall return the application 
to the sponsor with a statement of rea¬ 
sons for rejecting the application, and, 
except where the deficiencies are minor 
and can be corrected promptly by sub¬ 
mission of additional information, shall 
instruct the sponsor that the investiga¬ 
tional study shall continue to be post¬ 
poned until the requirements of tills sub¬ 
part are met. A deficient application may 
be corrected and resubmitted at any time 
and reviewed in accordance with para¬ 
graph (a) of this section. If the Commis¬ 
sioner again rejects the resubmitted ap¬ 
plication, such rejection shall be re¬ 
garded as a disapproval for purposes of 
this section. 

(c) (1) Except as provided in para¬ 
graph (c) (2) of this section, an applica¬ 
tion for an investigational device exemp¬ 
tion shall be deemed to be approved on 
the 30th day after receipt of the applica¬ 
tion by the Food and Drug Administra¬ 
tion, unless on or before such day the 
Commissioner by order disapproves the 
application or notifies the sponsor that 
the application does not meet the re¬ 
quirements of this subpart pursuant to 
paragraph (b) of tlxis section. 

(2) An application for an exemption 
from the banned device provisions of 
section 516 of the act shall not be con¬ 
sidered approved unless the Commis¬ 
sioner notifies the sponsor of such ap¬ 
proval. 
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(d> The Commissioner shall by order 
disapprove an application if he makes 
any of the following findings: 

(1) The application contains an un¬ 
true statement of a material fact or 
omits material information required by 
§ 012 . 20 . 

(2) The report of prior investigations 
of the device is inadequate to support a 
conclusion that it is reasonably safe to 
begin the proposed investigational study. 

(3) There is reason to believe that the 
investigational device may be unsafe or 
ineffective when used for the purpose or 
in the manner for which it is to be in¬ 
vestigated. 

(4) The investigational plan described 
in the application is not a reasonable 
plan, in whole or in part, for a scientific 
investigation to determine whether the 
investigational device is safe or effective. 

*5) The methods, facilities, and con¬ 
trols used for the manufacturing, proc¬ 
essing. packing, storage, and, where ap¬ 
propriate, installation of the investiga¬ 
tional device do not assure adequately 
the safety and effectiveness of the in¬ 
vestigational device. 

(6) There is reason to believe that the 
investigational study will not be con¬ 
ducted in accordance with the investi¬ 
gational plan submitted to the Food and 
Drug Administration. 

(7) The sponsor’s proposed use of the 
investigational device is not intended 
solely for an investigational study, since 
it is being or is to be sold or otherwise 
commercially distributed in a manner 
not justified by the requirements of the 
investigational study and not permitted 
by this part. 

(8) The proposed investigational 
study with respect to which the applica¬ 
tion is submitted does not conform to 
procedures, conditions, or requirements 
prescribed in this part. 

(e) The Commissioner shall disap¬ 
prove an application if he determines 
that the proposed investigational study 
subjects human subjects to undue risks. 
In assessing risks, the Commissioner 
shall consider, among other things, 
whether: 

(1) The risks to the subject are so 
outweighed by the sum of the benefits 
to the subject and the importance of the 
knowledge to be gained as to warrant a 
decision to allow' the subject to accept 
these risks. 

(2) The rights and welfare of any 
such subjects wdll be adequately pro¬ 
tected. 

(3) Legally effective informed consent 
will be obtained by adequate and appro¬ 
priate methods in accordance with the 
provisions of this part. 

(4) The conduct of the activity will be 
reviewed at timely intervals. 

(f) The Commissioner may approve 
conditionally an application for an ex¬ 
emption under this subpart. 

(g) The Commissioner shall notify 
the sponsor of an approval of an appli¬ 
cation under paragraph (c) (2) of this 
section or of disapproval or conditional 
approval of an application. The notifi¬ 
cation shall contain the order of the 
approval, disapproval, or conditional ap¬ 


proval, a complete statement of any 
conditions to an approval, and a com¬ 
plete statement of the reasons for the 
order. A notification of disapproval or 
conditional approval shall advise the 
sponsor of the opportunity for a regula¬ 
tory hearing pursuant to Subpart F of 
Part 2 of this chapter, on the order. 

§ 812.35 Withdrawal of an investiga¬ 
tional device exemption. 

(а) The Commissioner shall by order 
withdraw an exemption granted under 
this part if he makes any of the fol¬ 
lowing findings: 

(1) The application for such exemp¬ 
tion or any subsequent reports contains 
an untrue statement of a material fact 
or omits material information required 
by 88 812.20. 812.39, or 8 812.55. 

(2> The report of prior investigations 
of the device is inadequate to support a 
conclusion that it is reasonably safe to 
continue the investigational study in¬ 
volving human subjects. 

(3) There is reason to believe that the 
investigational device may be unsafe or 
ineffective when used for the purposes or 
in the manner for which is is investigat¬ 
ed. 

(4) The investigational plan described 
in the application is not a reasonable 
plan, in whole or in part, for a scientific 
investigation to determine whether the 
investigaitonal device is safe or effective. 

(5) The methods, facilities, and con¬ 
trols used for the manufacturing, proc¬ 
essing. packing, storage, and, w'here ap¬ 
propriate, installation of the investiga¬ 
tional device do not adequately assure the 
safety and effectiveness of the investiga¬ 
tional device. 

(б) The investigational study is not 
being conducted in accordance with the 
investigational plan submitted to the 
Food and Drug Administration or any 
investigational review committee; or any 
change in, or deviation from, the investi¬ 
gational plan was not approved as re¬ 
quired by 8§ 812.39 and 812.105. 

(7) The sponsor’s use of the investiga¬ 
tional device is not solely for an investi¬ 
gational study since it is being or is to 
be sold or otherwise commercially dis¬ 
tributed in a manner not iqstifled by the 
requirements of the investigational study 
and not permitted by this part. 

(8) The sponsor has failed to submit 
an application for premarket approval 
of the device wiien requested by the Food 
and Drug Administration to do so under 
8 812.46(g). 

(9) The investigational study does not 
conform to procedures, conditions, or 
requirements prescribed under this part. 

(b) The Commissioner shall by order 
withdraw an exemption granted under 
this part if he determines that the in¬ 
vestigational study subjects human sub¬ 
jects to undue risks. In assessing risks, 
the Commissioner shall consider, among 
other things, w'hether: 

(1) The risks to the subject are so 
outweighed by the sum of the benefits 
to the subject and the importance of 
the knowledge to be gained as to warrant 
a decision to allow the subject to accept 
these risks. 


(2) The rights and welfare of any such 
subjects have been adequately protected. 

(3) Legally effective informed con¬ 
sent has been obtained by adequate and 
appropriate methods in accord: nee with 
the provisions of this part. 

(4) The conduct of the activity 1, 
been reviewed at timely intervals. 

•<c) An order under this section sli 11 
include a complete statement of the re: 
sons for the Commissioner’s action. Such 
order shall be issued only after the spo - 
sor has been afforded an opportunity f r 
a regulatory hearing pursuant to Sub¬ 
part F of Part 2 of this chapter, ex¬ 
cept that the order may be issued before 
providing an opportunity for such hea: 
tag if the Commissioner determines that 
the continuation of testing under the ex¬ 
emption with respect to which the order 
is to be issued will result in an unreason¬ 
able risk to the public health or safe: 

<d> An exemption that has been with¬ 
drawn under this section may be rein¬ 
stated if the sponsor satisfies the Com¬ 
missioner that the grounds for with¬ 
drawal no longer apply. 

§ 812.38 Confidentiality of data and in¬ 
formation in an application. 

(a) The existence of an application 
for investigational device exemption will 
not be disclosed by the Food and Dm 
Administration unless it has previously 
been publicly disclosed or acknowledged. 

(b) The availability for public disclo¬ 
sure of all data and information in the 
Food and Drug Administration file con¬ 
cerning the application shall be handled 
in accordance with the provisions es¬ 
tablished in § 314.14 of this chapter for 
the confidentiality of data and informa¬ 
tion in new drug applications. 

(c) Notwithstanding the provisions of 
§ 314.14 of this chapter, the Food and 
Drug Administration shall disclose upon 
request to an individual on whom an 
investigational device has been used a 
copy of any adverse reaction report re¬ 
lating to such use. 

§ 812.39 Supplemental applications and 
submissions concerning application*. 

(a) Except as provided in paragraphs 
(b), (c), and (d) of this section, in¬ 
formation contained in an application 
submitted under 8 812.20 may be up¬ 
dated by means of a report to the Food 
and Drug Administration under 8 812.55. 

(b) (1) Whenever the sponsor or any 
investigator participating in an investi¬ 
gational study wishes to implement » 
change in, or deviation from, the in¬ 
vestigational plan submitted to the Food 
and Drug Administration under 8 812 20 
or described in a summary that was sub¬ 
mitted, which change or deviation may 
affect the validity of the study or the 
rights or safety of the human subjects 
under the criteria in paragraph (b) (3) oi 
this section, the sponsor shall submit to 
the Food and Drug Administration a sup¬ 
plemental application describing the pro¬ 
posed change or deviation and the justi¬ 
fication therefor. Except as provided m 
paragraph (b)(2) of this section, tne 
sponsor shall submit the supplements 
application before the change or devia¬ 
tion is implemented, shall obtain tne 
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prior review and approval of any insti¬ 
tutional review committee pursuant to 
$$ 812.42(c) (2) (v) and 812.105. shall at¬ 
tach to such supplemental application a 
opy of the approval of such change or 
deviation by such committee, and shall 
not permit the change or deviation to 
be implemented unless and until the sup¬ 
plemental application is approved or 
deemed approved under $ 812.24)(c). 

(2) When a change or deviation is 
necessary to eliminate or reduce an ap¬ 
parent immediate hazard to the safety 
of a human subject who is already par¬ 
ticipating in the investigational study, 
the sponsdr is not required to comply 
v ith the prior approval requirements of 
paragraph (b)(1) of this section. The 
sponsor shall instead notify the Food 
and Drug Administration of the change 
or deviation and the justification there¬ 
for as soon as possible but in no event 
later than 5 days after such change or 
deviation is implemented. 

(3) The following changes in. or de¬ 
viations from, an investigational plan 
illustrate some of the situations in which 
prior review and approval are required 
under paragraph (a) of this section: 

(i) A significant change in the admin¬ 
istration of, or where appropriate, in the 
dosage or frequency of, or a change in 
the method of. administration or use of 
the investigational device. 

<ii) A significant change in the num¬ 
ber of subjects participating in the study 
at one time or cumulatively. 

(iil) Tlie utilization of subjects with 
medical conditions unrelated to, but pos¬ 
sibly affecting, the scope or validity of 
the study, e.g., use of terminally ill pa¬ 
tients in an investigation unrelated to 
the terminal illnesses. 


(iv) The utilization of human subjects 
who require special consideration or pro¬ 
tection and who are not listed specifically 
in the plan, e.g., children, pregnant 
women, mentally disabled individuals, or 
prisoners. 


<v) The administration of concomi¬ 
tant or concurrent therapy. 

(c) The sponsor shall submit to the 
Food and Drug Administration the 
signed statements required under 
55 812.43(b) and 812.42(c) (2) (iii) for 


ftny additional investigators or institu¬ 
tional review committees who are added 
to an investigational study after sub¬ 
mission of an application for an investi¬ 
gational device exemption under § 812.20 
(b) Any such additional statement shall 
be submitted before an investigator may 
begin participation in the investigational 
study except that the sponsor may re¬ 
quest the Food and Drug Administration 
approval to add additional investigators 
to the study by rapid communication 
techniques before submitting the signed 
statements when there exists a life- 
threatening situation that necessitates 
tne use of the investigational device, 
ouch requests should be directed to the 
rector. Bureau of Medical Devices and 
Diagnostic Products. Food and Drug 
Administration. 

sponsor shall submit to the 
Administration any addi- 
n al forms, or revisions in forms, to be 


used by investigators to obtain informed 
consent of human subjects and any addi¬ 
tional informational materials, or revi¬ 
sion in such informational materials, 
supplied to investigators, which had not 
been submitted in an application under 
§ 812.20(b) (7) and (8) or any subse¬ 
quent reports to the Food and Drug Ad¬ 
ministration. The sponsor shall submit 
such forms or materials to the Food and 
Drug Administration at the same time 
that they are provided to investigators. 

Subpart C—Sponsor Responsibilities in In¬ 
vestigational Studies Involving Human 

Subjects 

§812.40 General. 

The requirements of this subpart are 
applicable to sponsors of investigational 
studies, including sponsor-investigators, 
where such studies involve human sub¬ 
jects. These requirements are conditions 
to any exemptions for such studies under 
this part and are in addition to any other 
requirements applicable to sponsors un¬ 
der the act or under this chapter, e.g.. 
the requirements under Subpart B of this 
part or the requirements for applications 
for premarket approval of devices under 
section 515 of the act. 

§ 812.12 Review of the investigational 
study l>y the Food and Drug Admin* 
istration and the institutional review 
committee. 

(a) The sponsor shall submit for re¬ 
view and approval by the Food and Drug 
Administration an application for an in¬ 
vestigational device exemption in accord¬ 
ance with Subpart B of this part before 
any human subjects are allowed to par¬ 
ticipate in. or are requested to consent to 
participate in, the investigational study; 
and the sponsor shall assure that it has 
met the other requirements of § 812.5, 
which state the conditions for an ex¬ 
emption of an investigational device. The 
sponsor shall also assure that the Food 
and Drug Administration is provided all 
the information concerning the proposed 
investigational study and the device that 
the agency will need for its review, ap¬ 
proval, and monitoring of the study. 

(b) The sponsor shall not allow human 
subjects to participate in, or be requested 
to consent to participate in, a proposed 
investigational study until such time as 
the study has been reviewed by, and an 
investigational device exemption has 
been obtained from, the Food and Drug 
Administration pursuant to Subpart B of 
this part. 

(c) (1) The sponsor shall determine 
whether the proposed investigational 
study Is subject to an institutional review 
requirement under Subpart D of this 
part. 

(2) If the study is subject to an in¬ 
stitutional review requirement: 

(i) The sponsor shall submit, or assure 
that an investigator submits, for review 
and approval by the committee the pro¬ 
posed investigational study (including 
an investigational plan that meets the 
requirements of § 812.25 and a report of 
prior investigations of the device that 
meets the requirements of §812.27) be¬ 
fore any human subjects are allowed to 


participate in, or are requested to con¬ 
sent to participate in, the study. 

(ii) The sponsor shall assure that the 
institutional review committee is pro¬ 
vided all the information on the pro¬ 
posed investigational study and the de¬ 
vice that it will need for its review, ap¬ 
proval, and monitoring of the study. 

(iii) The sponsor shall obtain from the 
committee a statement, signed by all 
members who participated in the deci¬ 
sion. that the committee has approved 
the investigational plan and has reviewed 
the report of prior investigations of the 
device, that the committee will monitor 
the investigation until it is completed, 
discontinued, or terminated, and that 
during the investigation the committee 
will supervise the study to assure con¬ 
formity with the investigational plan 
and that the investigator complies with 
the requirements applicable to investi¬ 
gators under Subparts E and F of this 
part. The sponsor shall submit the com¬ 
mittee’s statement to the Food and Drug 
Administration, as required by §§812.20 
(b)(5) and 812.38(c). 

(iv) The sponsor shall assure that the 
institutional review committee complies 
with the requirements of Subpart D of 
tills part. 

(v) The sponsor shall not implement a 
change, or deviate from the investiga¬ 
tional plan, or permit a change or devia¬ 
tion to be implemented, unless there has 
been compliance with the requirements 
of §§ 812.39 and 812.105. 

(vi) The sponsor shall report, or as¬ 
sure that an investigator reports, to the 
committee any adverse effect that may 
reasonably be regarded as caused, or 
probably caused, by the investigational 
device and that was not previously an¬ 
ticipated (in nature, severity, or degree 
of incidence) in any written information 
regardig the device submitted to the 
committee. The sponsor also shall report, 
or assure that an investigator reports, to 
the committee any known deaths of sub¬ 
jects and any life-threatening medical 
problems occurring in the study. Such 
reports shall be accurate and adequate in 
content and shall be made as soon as pos¬ 
sible, but in no event later than 5 work¬ 
ing days, after the sponsor discovers the 
adverse effect, death, or medical prob¬ 
lem, e g., from an investigator in another 
institution or from an animal study. 

(vi!) The sponsor shall notifv. or as¬ 
sure that an investigator notifies the 
committee within 3 months after com¬ 
pletion or discontinuance of, or the with¬ 
drawal of the exemption for, the entire 
investigational studv or of the investi¬ 
gator’s portion of the study, whichever 
is sooner. 

(viii) The sponsor shall provide accu¬ 
rate and adequate information regarding 
the investigational study to the commit¬ 
tee in response to its request. 

(ix) The sponsor shall maintain, or 
assure that an investigator maintains, 
records of all submissions to, and all ac¬ 
tions by, the committee regarding the 
study. 

§ 812.43 Selection of investigators. 

(a) The sponsor shall select as investi¬ 
gators only individuals who, because of 
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their training or experience, qualify as 
suitable experts to investigate the safety 
and effectiveness of the device bearing 
in mind the investigational plan, the re¬ 
port of prior investigations of the device 
as described in an applicaton for an 
investigational device exemption under 
$ 812.20 and what is known about the 
device, and who have the ability and 
commitment to comply with the investi¬ 
gational plan and the procedures, con¬ 
ditions. and requirements of Subparts 
E and P of this part. 

(b) The sponsor shall obtain from each 
investigator who will participate in the 
investigational study a signed statement 

on Form FD-for submission to the 

Food and Drug Administration under 
§$ 812.20(b) (10) or 812.39(c) that in¬ 
cludes the following information: 

(1) A statement of the investigator’s 
education and experience in sufficient de¬ 
tail to allow determination of the investi¬ 
gator’s qualifications for investigating 
the device. Such statement shall include: 

(1) Colleges, universities, and medical 
or other professional schools attended, 
dates of attendance, degrees, and dates 
on which degrees were awarded. 

(ii) Postgraduate medical or other 
professional training with dates, names 
of institutions, and nature of training. 

(iii) Teaching or research experience 
with dates, names of institutions and a 
brief description of the experience. 

(iv) Experience in medical practice or 
other professional experience giving 
dates, institutional affiliations, and na¬ 
ture of practice or other professional ex¬ 
perience. 

(v) A representative list of pertinent 
medical or other scientific publications of 
the investigator giving titles of articles, 
names of publications and volume, num¬ 
ber, page, and date. 

(2) An agreement to comply with the 
investigational plan, the requirements of 
Subparts E and F of this part, and any 
conditions for approval of an applica¬ 
tion for an investigational device exemp¬ 
tion imposed under § 812.30(f). 

(3) An agreement that any use of the 
device involving human subjects will be 
under the investigator’s supervision. 

(4) A statement as to whether any in¬ 
vestigational study or other research by 
such investigator has been discontinued 
on the order of a sponsor, an institutional 
review committee, or the Food and Drug 
Administration. 

(5) The name of any other investiga¬ 
tor who will participate in the investi¬ 
gational study, who is under the investi¬ 
gator’s supervision, and who is respon¬ 
sible to him, with a statement of such 
other investigator’s education and ex¬ 
perience in accordance with paragraph 

(b) (1) of this section. 

§ 812.45 Control over llic investigational 
device. 

(a) The sponsor shall permit the in¬ 
vestigational device to be shipped only to 
investigators who have signed state¬ 
ments that the sponsor has submitted to 
the Food and Drug Administration under 
$ 812.20(b) (10) or § 812.39(c) and shall 
assure that each such investigator only 


permits an investigational device for ad¬ 
ministration to, or use involving, sub¬ 
jects who are under his personal super¬ 
vision, or under the supervision of an¬ 
other investigator who is responsible to 
him and who is named by the investiga¬ 
tor in his signed statement under § 812.43 
(b). The sponsor shall assure that an in¬ 
vestigator does not supply the investiga¬ 
tional device to any other person for ad¬ 
ministration to, or use involving, subjects 
or for any other purpose. 

(b) When a study is completed or dis¬ 
continued, or the exemption is with¬ 
drawn, the sponsor shall recall from in¬ 
vestigators or shall otherwise assure the 
disposition of any unused supply of the 
investigational device and assure that all 
investigators discontinue use of the de¬ 
vice. The sponsor shall assure that the 
investigators return any unused supply 
of the investigational device, or other¬ 
wise dispose of the device as directed by 
the sponsor, upon request of the sponsor 
or upon suspension, withdrawal of the 
exemption, or discontinuance of the in¬ 
vestigational study. 

(c) The sponsor shall maintain ade¬ 
quate and accurate records showing the 
shipment, receipt, or other disposition of 
all supplies of all investigational devices 
shipped to him by others and shipped by 
him to investigators, including the dates, 
the quantity and the serial, batch, lot or 
other identification number of the units 
received; identification by name of the 
investigator who received each unit of 
the device; and identification of each 
unit otherwise disposed of (including 
identification of the person who disposed 
of it, the person, if any. who received it, 
and the purpose or reason for its dis¬ 
posal, e.g., because of contamination or 
to return to the sponsor). The records re¬ 
quired in this paragraph are separate 
from, and in addition to, the records re¬ 
quired under $ 812.55. 

(d) The sponsor shall assure that the 
methods, facilities, and controls used for 
the manufacture, processing, storage, 
and. where appropriate, installation of 
the device adequately assure the safety 
and effectiveness of the investigational 
device. 

§812.46 Monitoring the investigational 
study. 

(a) The sponsor shall monitor the in¬ 
vestigational study continuously to as¬ 
sure that the requirements o' this part 
are met and shall evaluate the data re¬ 
garding the safety and effectiveness of 
the device upon receipt of such data from 
investigators. 

(b) The sponsor shall designate an ap¬ 
propriately trained and qualified individ¬ 
ual to monitor the progress of the in¬ 
vestigational study and evaluate the data 
on behalf of the sponsor as required by 
paragraph (a) of this section, and shall 
assure that such monitoring and evalua¬ 
tion occur. 

(c) The sponsor shall assure that all 
investigators who participate in the in¬ 
vestigational study conduct the investi¬ 
gational study in accordance with the 
investigational plan, the requirements 
of tills part, and any conditions of ap¬ 


proval of an application for an inves¬ 
tigational device exemption imposed 
under § 812.30(f). 

(d) The sponsor shall discontinue 
shipments of the investigational device 
to any investigator who has failed to 
conduct the investigation in accordance 
with the investigational plan, the re¬ 
quirements of this part, and any condi¬ 
tions of approval of an application for 
an investigational device exemption im¬ 
posed under § 812.30(f). 

(e) The sponsor shall have and shall 
comply with an adequate plan for mon¬ 
itoring the investigational study, which 
shall be included in the investigational 
plan under § 812.25. Such plan shall in¬ 
clude provisions for periodic visits at 
specific intervals to all facilities involved 
in the investigational study by appropri¬ 
ately trained and qualified representa¬ 
tives of the sponsor to determine 
whether the investigations are being 
conducted in accordance with the plan, 
the requirements of this part, and any 
conditions of approval of an application 
for an investigational device exemption 
imposed under § 812.30(f). 

if) (1) The sponsor shall undertake a 
special investigation whenever he learns 
of any adverse effect that may reason¬ 
ably be regarded as caused by, or prob¬ 
ably caused, by the investigational de¬ 
vice and that was not previously 
anticipated (in nature, severity, or 
degree of incidence) in any material 
submitted to the Food and Drug Ad¬ 
ministration. The sponsor also shall un¬ 
dertake a special investigation of any 
known deaths of subjects and any life- 
threatening medical problems that have 
occurred in the study. The sponsor shall 
notify all investigators of any such ad¬ 
verse effect, death, or medical problem 
as soon as possible, but in no event later 
than 5 days after the sponsor learns 
of the adverse effect, death, or medical 
problem, as required by § 812.47(b). 

(2) Where the sponsor regards any 
adverse effect, death, or medical prob¬ 
lem discussed in paragraph (f)(1 ) of 
tills section as serious, the sponsor shall 
upon its own initiative suspend the 6tudy 
as soon as possible but in no event later 
than 5 days after learning of the adverse 
effect, death, or medical problem. Where 
the sponsor has not suspended the study 
but the Food and Drug Administration 
regards such an adverse effect, death, 
or medical problem as serious and so 
informs the sponsor, the sponsor shall 
suspend the study as soon as possible 
but in no event later than 5 days after 
such request. The sponsor shall not re¬ 
sume the study until it determines, sub¬ 
ject to the concurrence of the Food and 
Drug Administration, that the study can 
safely be resumed. Where there is sub¬ 
stantial doubt that the study can 
safely be resumed, the sponsor shall dis¬ 
continue the study. 

(g) A sponsor shall not unduly pro¬ 
long an investigational study. Where tne 
study is suitable for the development 
of data to obtain approval of an app i- 
cation for premarket approval of tne 
device pursuant to section 515 of tne 
act, the sponsor shall submit such ai 
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application under either of the follow¬ 
ing conditions: 

(1) With reasonable promptness after 
the sponsor finds that the results of the 
study may establish the safety and ef¬ 
fectiveness of the device. 

(2) Within 60 days after receipt of 
a written request for such an application 
from the Commissioner. If the sponsor 
does not submit an application after such 
request, the sponsor shall give adequate 
reasons for not submitting an applica¬ 
tion for premarket approval or shall dis¬ 
continue the study. 


§ 812.47 Submitting information to in¬ 
vest igators. 


(a) The sponsor shall supply all in¬ 
vestigators with copies of the investiga¬ 
tional plan required under § 812.25, the 
report of prior investigations of the de¬ 
vice required under § 812.27, and label¬ 
ing (including labels) for the device 
which describes all relevant hazards, 
contraindications, adverse effects, inter¬ 
fering substances or devices, and precau¬ 
tions suggested by prior investigations 
ond experience with the investigational 
device or any related devices. The label¬ 
ing shall not represent that the safety 
or effectiveness of the device has been 
established for the purposes to be inves¬ 
tigated. 

(b) The sponsor shall notify each in¬ 
vestigator participating in the study of 
any adverse effect, death, or medical 
problem that is subject to the require¬ 
ment of a special investigation under 
5 812.45(f) as soon as possible but in no 
event later than 5 days after the spon¬ 
sor learns of the adverse effect, death, or 
medical problem. 

(c) The sponsor shall notify each in¬ 
vestigator of the completion or discon¬ 
tinuance of the investigational study or 
the withdrawal of the exemption as soon 
so possible but in no event later than 
o days after such action. 

(d) The sponsor shall notify each in¬ 
vestigator if an application for premarket 
approval of the device under section 515 
of the act is approved. 


§ 1>12.50 Promotion and wile of an in- 
veMigationuI device. 

(a) Neither the sponsor nor any person 
acting for or on behalf of the sponsor 
shall disseminate any promotional mate¬ 
rial representing that the device being 
investigated is safe or effective for the 
purposes for which it is under investiga¬ 
tion. This requirement does not restrict 
tne full exchange of scientific informa¬ 
tion concerning the device, including dis- 
*« en i l i nat i on sclentl Ac findings in the 
media, but prohibits promotional claims 
JL ™ sponsor that the device is safe or 

fy e whlle the device is being inves- 
gated to establish its safety or effective¬ 
ly ; Durin « the transitional period, this 
il I?f nent m *y ^ waived by the Pood 
SPJl Administration for a device 
w er was 111 commercial distribu- 
t on before May 28, 1976 or Is substan- 
a ly equivalent to a device that was in 
commercial distribution before such date. 

( b) (l> Except as provided in para¬ 
graph (b) (2) of this section, the sponsor 


shall not commercially distribute or test 
market an Investigational device, or oth¬ 
erwise commercialize an investigational 
device, until the device has been approved 
for marketing for the purpose for which 
it is being investigated. 

(2) During the transitional period for 
a device that was in commercial distribu¬ 
tion before May 28, 1976 or that Is sub¬ 
stantially equivalent to a device that was 
in commercial distribution before such 
date, the sponsor of the device may com¬ 
mercially distribute or test market the 
device so long as the device may be com¬ 
mercially distributed lawfully without 
having in effect an approved application 
for premarket approval under section 
515 of the act. 

(c) The sponsor shall not charge sub¬ 
jects or investigators for an investiga¬ 
tional device if the Food and Drug Ad¬ 
ministration finds tlie compensation to 
be unreasonable considering the manu¬ 
facturing and other costs of the device, 
and has so notified the sponsor of this 
finding. 

§ 812.55 Reporting to tlie Food and 
Drug Administration, maintaining 
records, and permitting inspection. 

(a) A sponsor shall make accurate and 
adequate records for reporting to the 
Food and Drug Administration on the 
progress of the investigational study. 
These reports shall be made at appropri¬ 
ate intervals not exceeding 1 year. Such 
reports shall Include any significant find¬ 
ings of the investigational study and any 
amendments to the application or pre¬ 
vious reports that are necessary to keep 
them accurate and timely and that had 
not been submitted to the agency pre¬ 
viously. 

(b) The sponsor shall notify the Food 
and Drug Administration of the comple¬ 
tion or discontinuance of the investiga¬ 
tional study within 30 days and shall 
make an accurate and adequate final re¬ 
port to the agency on the study within 
6 months after the study is completed or 
discontinued, or an exemption is with¬ 
drawn. 

(c) The sponsor shall report to the 
Food and Drug Administration any ad¬ 
verse effect, death, or medical problem 
that is subject to the requirement of a 
special investigation under § 812.46(f). 
Such reports shall be accurate and ade¬ 
quate in content and shall be made as 
soon as possible, but in no event later 
than 5 working days, after the sponsor 
learns of the adverse effect, death, or 
medical problem. 

(d) The sponsor shall submit to the 
Food and Drug Administration a copy of 
a report of a determination by an in¬ 
vestigator under § 812.123 that informed 
consent cannot be obtained from a sub¬ 
ject or his representative. Such report 
shall be submitted as soon as possible, but 
in no event later than 5 days, after such 
report is received from the Investigator. 

(e) A sponsor shall retain a copy of 
any application, report, or correspond¬ 
ence that he submits to the Food and 
Drug Administration under this part. 

(f) A sponsor shall maintain the rec¬ 
ords required under this part for which¬ 
ever of the following periods applies: 


(1) A period of 2 years following the 
date on which the Food and Drug Ad¬ 
ministration approves the marketing of 
the device for the purposes which were 
the subject of the study. 

(2) A period of 5 years following the 
date on which the results of the study 
are submitted to the Food and Drug Ad¬ 
ministration in support of the marketing 
of the device for the purposes which were 
the subject of the study. 

(3) In other situations, e.g., where the 
investigational study does not result in 
the submission of an application for 
marketing the device for the purposes 
which were the subject of the study, a 
period of 2 years following the date on 
which the investigational study (not 
merely an Investigator’s portion of a 
study) is completed or discontinued, or 
the exemption is withdrawn. 

(g) A sponsor may withdraw from the 
responsibility for maintaining records 
for the period of time required in para¬ 
graph (f) of this section by transferring 
custody to any other person who will ac¬ 
cept responsibility for the records, e.g., a 
manufacturer who has acquired the 
rights to the device. Notice of such trans¬ 
fer shall be given to the Food and Drug 
Administration. 

(h) A sponsor shall permit an author¬ 
ized employee of the Food and Drug Ad¬ 
ministration, at reasonable times and in 
a reasonable manner, to inspect any 
facilities where the investigational de¬ 
vice is manufactured, processed, held, or 
used, and to inspect and copy any records 
of the sponsor concerning the investiga¬ 
tional study, including any records re¬ 
quired to be kept under § 812.45(c) and 
under paragraph (e) of this section. A 
sponsor shall permit a representative of 
an institutional review committee that is 
supervising an investigational study of 
the sponsor, at reasonable times and in a 
reasonable manner, to inspect and copy 
any records of the sponsor relevant to 
the responsibilities of the committee con¬ 
cerning the investigational study. The 
requirements of § 812.115 shall apply to 
the copying of names and other informa¬ 
tion which might identify the human 
subjects. 

(i) Tlie Food and Drug Administra¬ 
tion may require a sponsor to submit any 
records concerning the investigational 
study, including any records required to 
be kept under $ 812.45(c) and paragraph 

(e) of this section. 

Subpart D—Institutional Review 
Committee 

§ 812.60 Circumstances in which an in* 
stitutional review committee is re¬ 
quired. 

(a) An institutional review committee 
shall review and monitor investigational 
studies in any of the following situations: 

(1) When the investigational study Is 
to utilize human subjects who are insti¬ 
tutionalized. 

(2) When the investigational study is 
to be conducted by an individual affili¬ 
ated with an institution that agrees to 
assume responsibility for the study. 

(3) When the investigational study is 
to be conducted in an institution that 
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has a committee that meets the require¬ 
ments of this subpart. 

(b) When a committee does not meet 
the requirements of this subpart, the 
Food and Drug Administration shall dis¬ 
regard the review or monitoring of any 
investigational study by that committee 
and shall require any sponsor of a study 
that would be reviewed by that com¬ 
mittee to submit a complete investiga¬ 
tional plan pursuant to 1812.20(b)(6). 

§ 812.62 Membership of an institutional 
review commit lee. 

(a) An institutional review committee 
shall be composed of not less than five 
individuals with varying backgrounds to 
assure complete and adequate review of 
the investigational study. Such commit¬ 
tee shall be sufficiently qualified through 
the maturity, experience, and expertise 
of its members and diversity of its mem¬ 
bership to ensure respect for its advice 
and counsel for safeguarding the rights 
and safety of human subjects and for 
assuring that a proposed investigational 
study has scientific validity. In addition 
to possessing the professional compe¬ 
tence necessary to review scientific ac¬ 
tivities, such committee must be capable 
of ascertaining the acceptability of an 
investigational study in terms of insti¬ 
tutional commitments and regulations, 
applicable law, standards of professional 
conduct and practice, and community 
attitudes. Such committee shall include, 
in addition to persons possessing the 
professional competence necessary to 
review scientific activities, persons whose 
primary concerns are in nonscientific 
areas, e.g., lawyers, clergymen, ethicists, 
social scientists, or other lay persons. No 
such committee shall consist entirely of 
members of a single professional group. 

(b) The records of a committee shall 
identify each member by name, earned 
degrees, positions or occupation, repre¬ 
sentative capacity, and other pertinent 
indications of experience, such as board 
certification or licenses, sufficient to de¬ 
scribe each member's chief anticipated 
contributions to such committee's delib¬ 
erations. 

(c) No committee shall consist en¬ 
tirely of persons who are officers, em¬ 
ployees, or agents of, or are otherwise 
associated with, the institution, apart 
from their membership on the commit¬ 
tee. Hie employment or other relation¬ 
ship between each member rnd the in¬ 
stitution, e.g., full-time employee, part- 
time employee, member of governing 
panel or board, paid consultant, or un¬ 
paid consultant, shall be described in the 
records of the committee. 

fd) No member of a committee shall 
participate in the committee's review or 
monitoring of an investigation*! study 
in which he has a conflicting interest or 
of any study involving an investigator or 
sponsor who participated in his selection 
for the committee, except to provide in¬ 
formation requested by such committee. 
No investigator or sponsor shall partici¬ 
pate in the selection of members for a 
committee that will review his investi¬ 
gational study. The employment or 
other relationship between each member 


and any investigator or sponsor of any 
investigational study reviewed and 
monitored by the committee, e.g., full¬ 
time employee, part-time employee, 
member of governing panel or board, 
paid consultant, or unpaid consultant, 
shall be described in the records of the 
committee with a statement as to the 
extent to which the member partici¬ 
pated in the review or monitoring of the 
study. 

§ 812.65 Procedure* for review nn«l 
monitoring of investigational studios 
by an institutional review committee. 

<a) An institutional review committee 
shall adopt and follow written proce¬ 
dures for conducting its review and mon¬ 
itoring of investigational studies and 
for reporting its findings to the institu¬ 
tion, the sponsor, and the investigator. 

(b) A committee shall conduct busi¬ 
ness by a quorum, which shall be de¬ 
fined by written procedures of the com¬ 
mittee. In no event shall a quorum be 
less than either a majority of the mem¬ 
bers of the committee or 3 members, 
whichever is greater. In addition, no 
quorum shall be constituted, regardless 
of the number of members present, un¬ 
less persons of at least two diverse back¬ 
grounds are present, e.g., at least one 
scientist and one nonscientist. 

(c) A committee shall monitor an in¬ 
vestigational study that it has approved 
until the investigation is completed or 
discontinued, or an exemption is with¬ 
drawn. Such monitoring shall be under¬ 
taken at intervals appropriate to the de¬ 
gree of risk, but not exceeding 1 yeor. to 
assure that the investigational study is 
being conducted in compliance with the 
requirements, understandings, and rec¬ 
ommendations of the committee and 
with the requirements of this part. 

§ 812.66 Procedure* and criteria for re¬ 
view of investigational studio* by an 
institutional review committee. 

(a) Upon receipt of the proposed in¬ 
vestigational study, including an inves¬ 
tigational plan and a report of prior in¬ 
vestigations of the device from the spon¬ 
sor or investigator, the committee will 
notify the sponsor or investigator of the 
date of such receipt and inform the 
sponsor or investigator that the study 
may not begin until such time as the 
committee notifies the sponsor or inves¬ 
tigator that the study has been ap¬ 
proved. 

(b) If the committee has any question 
regarding the proposed investigational 
study, the committee may request the 
investigator or sponsor to submit addi¬ 
tional information concerning the pro¬ 
posed study. 

(c) The committee shall review and 
approve, conditionally approve, or disap¬ 
prove a proposed study as soon as possi¬ 
ble after receipt thereof. 

(d) The committee may disapprove, or 
withdraw approval of, a proposed insti¬ 
tutional study for any reason it considers 
appropriate. 

te) The committee shall disapprove a 
proposed study if it finds that: 

(1) The information submitted to the 
committee concerning the study contains 


an untrue statement of a material fact 
or omits material information required 
by this part: or 

(2) The report of prior investigations 
of the investigational device is inade¬ 
quate to support a conclusion that it is 
reasonably safe to begin the proposed 
investigational study: or 

(3> There Is reason to believe that the 
investigational device may be unsafe or 
ineffective when used for the purpose, or 
in the manner, for which it is to be in¬ 
vestigated: or 

(4) The investigational plan is not a 
reasonable plan, in whole or in part, for a 
scientific investigation to determine 
whether the investigational device is safe 
or effective: or 

(5) Tiie proposed investigational 
study does not conform to procedures 
conditions, or requirements prescribed in 
this part. 

(f) The committee shall disapprove a 
proposed study as being inadequate to 
justify commencement of clinical testing 
if it determines that the proposed investi¬ 
gational study subjects human subjects 
to undue risks. In assessing risks, the 
committee shall consider, among other 
things, whether: 

(1) The risks to the subject are so 
outweighed by the sum of the benefits 
to the subject and the importance of the 
knowledge to be gained as to warrant a 
decision to allow the subject to accept 
these risks; 

< 2) The rights and welfare of any such 
subjects will be adequately protected; 

(3) Legally effective informed consent 
will be obtained by adequ: A e and appro¬ 
priate methods in accordance with the 
provisions of this part; and 

(4) The conduct of the activity will be 
reviewed at timely intervals. 

(g) The committee shall notify the 
sponsor or investigator who submitted 
the proposal of its decision on the pro¬ 
posed study. Notification of conditional 
approval shall contain a complete state¬ 
ment of the reasons for the committee's 
conditional approval. 

§ 812.70 Review by institution. 

Approval, Including conditional ap¬ 
proval, by an institutional review com¬ 
mittee may be subject to further ap¬ 
propriate review and approval or re¬ 
jection by institutional officials, but dis¬ 
approval by the committee may not be 
overruled by such officials. 

§ 812.75 Records of an institution;! I re¬ 
view committee. 

(a) An Institutional review committee 
shall prepare and maintain adequruc 
documentation of its activities regard¬ 
ing each investigational study. Includ¬ 
ing records of information submitted 
to the committee by an investigator or 
by a sponsor, information compiled on 
committee members pursuant to I 812.- 
62. minutes of committee meetings on 
substantive Issues and their resolution, 
committee decisions on studies, and 
dated reports of successive reviews as 
they are performed. 

<b) A committee shall retain the rec¬ 
ords required by this part for an inves- 
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tigational study for whichever of the 
following periods is applicable: 

(1) A period of 2 years following the 
date on which the Food and Drug Ad¬ 
ministration approves the marketing of 
the device for the purposes which were 
the subject of the study; 

(2) A period of 5 years following the 
date on which the results of the study 
are submitted to the Food and Drug 
Administration in support of the mar¬ 
keting of the device for the purposes 
which were the subject of the study; or 

(3) In other situations, e.g., where 
the investigational study does not re¬ 
sult in the submission of the results of 
the study in support of the marketing 
of the device, a period of 2 years fol¬ 
lowing the date on which the entire 
investigational study, not merely an in¬ 
vestigator’s portion of a study, is com¬ 
pleted or discontinued or the exemption 
is withdrawn under $ 812.35. 

§ 812.77 Inspection of institutional re¬ 
view committees* 

An institutional review committee 
shall permit an unauthorized employee 
of the Food and Drug Administration, 
ai reasonable times and in a reasonable 
manner, to inspect and copy records re¬ 
quired to be maintained by the com¬ 
mittee pursuant to § 812.75. 

§ 812.79 Disqualification of an institu¬ 
tional review committee. 


^a) The Director of the Bureau may 
determine that the process of review un¬ 
dertaken by an institutional review com¬ 
mittee is inadequate ii he finds that: 

(1) The membership of a committee 
was composed in violation of the require¬ 
ments of § 812.62. 


(2) A member of the committee partic¬ 
ipated in the committee’s review or 
monitoring of an investigational study 
In which he had a conflicting interest, or 
of any study involving an investigator or 
sponsor who participated in his selection 
for the committee, in violation of the 
requirements of § 812.62. 

(3) The committee failed to adopt 
written procedures for conducting busi¬ 
ness or for conducting its review and 
monitoring of investigational studies 
and for reporting its findings to the in¬ 
stitution, the sponsor, and the investi¬ 
gator or failed to follow such proce¬ 
dures, once adopted, in violation of the 
requirements of § 812.65. 

1*? The comm *Ltee failed to monitor 
until completion or discontinuance of, 
or withdrawal of an exemption for, an 
investigational study which it had ap- 
proved, in violation of the requirements 
of § 812.65. 

<5) The committee approved a pro- 
posed investigational study, in violation 
or the requirements of § 812.66. 

<6> The committee failed either delib- 
eiately or through negligence to main- 
ain adequately or accurately, or to re- 
*ny of the records required to be 
maintained or retained by this part with 
that the v^dity of the in- 
L 0I ? al study and /or the rights or 
Oilman subjects were affected 
adversely to a significant extent or that 


the study could not be audited ade¬ 
quately. 

(7) The committee refused to permit 
an inspection of records, in violation of 
the requirements of § 812.77. 

(b) Whenever the officer in the Bu¬ 
reau, other than the Bureau Director, 
who has direct responsibility for moni¬ 
toring the conduct of investigational 
studies has information indicating that 
grounds exist under paragraph (a) of 
this section which in his opinion justify 
disqualification of a committee, he shall 
issue to the committee a written no¬ 
tice (including a statement of the in¬ 
formation indicating that grounds exist 
which in his opinion justify disqualifica¬ 
tion) proposing that the committee be 
disqualified by the Director of the Bu¬ 
reau from reviewing or monitoring in¬ 
vestigational studies. 

(c) A hearing on the disqualification 
of a committee shall be conducted in ac¬ 
cordance with the requirements for a 
regulatory hearing set forth in Subpart 
F of Part 2 of this chapter. 

<d) If, after the regulatory hearing 
or after the time for requesting a hearing 
expires without a request being made, 
the Director of the Bureau determines, 
after evaluating the administrative rec¬ 
ord, that the committee is responsible 
for any of the acts or omissions specified 
in the notice issued pursuant to para¬ 
graph (b) of this section and has failed 
to furnish an adequate explanation for 
such acts or omissions, he shall issue a 
final order disqualifying the committee 
from reviewing or monitoring any inves¬ 
tigational study. Such order shall include 
a statement of the basis for that deter¬ 
mination. Upon issuing a final order dis¬ 
qualifying the committee, the Director of 
the Bureau shall notify, with a copy of 
the order, the institution that established 
the committee, the investigator and the 
sponsor of each investigational study 
which the disqualified committee is re¬ 
viewing or monitoring. If, after a regu¬ 
latory hearing or after the time for re¬ 
questing a hearing expires without a re¬ 
quest being made, the Director of the 
Bureau determines, after evaluating the 
administrative record of the disqualifi¬ 
cation proceeeding. that the committee 
is not responsible for any of the acts or 
omissions specified in the notice issued 
pursuant to paragraph (a) of this sec¬ 
tion, or is so responsible but has fur¬ 
nished an adequate explanation for such 
acts or omissions, he shall issue a final 
order terminating the disqualification 
proceeding. Such order shall include a 
statement of the basis for that deter¬ 
mination. Upon issuing a final order 
terminating the proceeding, the Director 
of the Bureau shall notify, with a copy 
of the order, the committee and the 
officer in the Bureau who proposed dis¬ 
qualification. 

(e) Once a committee has been dis¬ 
qualified, each investigational study un¬ 
der the review or monitoring of the com¬ 
mittee shall be suspended until reviewed 
and approved by the Food and Drug Ad¬ 
ministration or by another institutional 
review committee that meets the require¬ 
ments of this subpart. A determination 
that a committee has been disqualified 


and the administrative record regarding 
suc£ determination are disclosable to 
the public under Part 4 of this chapter. 

(f) A committee which has been dis¬ 
qualified may be reinstated as eligible 
to review and monitor investigational 
studies if the Director of the Bureau 
finds that the committee can adequately 
assure that it will conduct such review 
and monitoring in compliance with the 
conditions set forth In this subpart. A 
disqualified committee which wishes to 
be so reinstated shall present in writing 
to the Director of the Bureau reasons 
why it believes it should be reinstated 
and the corrective actions it has taken 
or intends to take to assure that the 
acts or omissions which led to its disqual¬ 
ification will not recur. If a committee 
is reinstated, the Director of the Bureau 
shall so notify the committee, the insti¬ 
tution that established the committee, 
the investigator and the sponsor of each 
investigational study which the commit¬ 
tee was reviewing or monitoring at the 
time of its disnualifleation. A determina¬ 
tion that a committee has been rein¬ 
stated is disclosable to the public under 
Part 4 of this chapter. 

(g) Disqualification of a committee 
under this section is independent of, and 
neither in lieu of nor a precondition to, 
othe proceedings or actions authorized 
by the act. The Food and Drug Admin¬ 
istration may also refer pertinent mat¬ 
ters to another Federal, state, or local 
law enforcement or regulatory agency 
for such action as that agency deems 
appropriate. 

Subpart E—Investigator Responsibilities In 

Investigational Studies Involving Human 

Subjects 

§ 812.101 Review of investigational 
*tu<!y by the Food and Drug Admin¬ 
istration. 

(a) An investigator shall ascertain 
that the sponsor has submitted for review 
and approval by the Food and Drug Ad¬ 
ministration the application required in 
§ 812.20 before any human subjects are 
allowed to participate, or requested to 
consent to participation, in the investi¬ 
gational study. 

(b) An investigator shall not allow 
human subjects to participate, or request 
their consent to participation, in an in¬ 
vestigational study until such time as an 
investigational device exemption has 
been obtained from the Food and Drug 
Administration pursuant to Subpart B of 
this part. 

§ 812.103 Review of investigational 
study by institutional review commit¬ 
tee. 

For any investigational study that is 
subject to an Institutional review re¬ 
quirement under 5 812.60: 

(a) An investigator shall not allow hu¬ 
man subjects to participate, or request 
their consent to participate, in an in¬ 
vestigational study until the committee 
has approved the study. 

(b) An investigator shall not imple¬ 
ment a change in, or deviate from, the 
investigational plan until he has com¬ 
plied with the requirements of 5 812.105. 
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(c) An investigator shall notify the 
committee of any adverse effect that may 
reasonably be regarded as caused or 
probably caused, by the investigational 
device and that was not previously antic¬ 
ipated (in nature, severity, or degree of 
incidence) in the written information re¬ 
garding the device submitted to the in¬ 
vestigator by the sponsor. An investi¬ 
gator also shall report to the committee 
any known deaths of subjects and any 
life-threatening medical problems occur¬ 
ring in the study. Such reports shall be 
accurate and adequate in content and 
shall be made as soon as possible, but in 
no event later than 5 working days, after 
the investigator discovers the adverse 
effect, death, or medical problem, or Is 
notified of them by the sponsor, e.g.. 
when uncovered by another investigator 
or in an animal study. 

(d) An investigator shall notify the 
committee within 3 months after com¬ 
pletion or discontinuance of. or the with¬ 
drawal of the exemption for. the entire 
investigational study or of his portion of 
the study, whichever occurs first. 

(e) An investigator shall provide ac¬ 
curate and adequate information regard¬ 
ing the investigational study to the com¬ 
mittee in response to its request. 

<f) An investigator shall maintain 
records of all submissions to. and all ac¬ 
tions by, the committee regarding the 
study. 

§ 812.105 Conformity to invert igational 
plan. 

(a) Whenever the sponsor or any in¬ 
vestigator participating in an investiga¬ 
tional study wishes to implement a 
change in, or deviation from, the investi¬ 
gational plan submitted to any investiga¬ 
tional review committee or the Food and 
Drug Administration, which change or 
deviation may affect the validity of the 
study or the rights or safety of the hu¬ 
man subjects under the criteria in 
5 812.39(b)(3), the investigator shall 
submit or assure that the sponsor sub¬ 
mits the proposed change or deviation to 
such committee for review and written 
approval and shall submit or assure that 
the sponsor submits a supplemental ap¬ 
plication to the Food and Drug Admin¬ 
istration in accordance with § 812.39(b). 
Except as provided in paragraph (b> of 
this section, the committee’s review and 
approval shall be obtained and the ap¬ 
plication submitted to the Food and Drug 
Administration before the change or 
deviation is implemented, and the in¬ 
vestigator shall not permit the change or 
deviation to be implemented unless and 
until the change or deviation is approved 
by the committee and the supplemental 
application is approved or deemed ap¬ 
proved by the Food and Drug Adminis¬ 
tration under § 812.30(c). 

(b) When a change in or deviation 
from the investigational plan is neces¬ 
sary to eliminate or reduce an apparent 
immediate hazard to the safety of a hu¬ 
man subject who is already participating 
in the investigational study, the sponsor 
or investigator is not required to comply 
with the prior approval requirements of 
paragraph (a) of this section. The inves¬ 


tigator shall instead notify the sponsor 
who shall notify the Food and Drug Ad¬ 
ministration of the change or deviation 
and the justification therefor as soon as 
possible but in no event later than 5 days 
after such change or deviation is 
implemented. 

§812.107 Control orcr the investiga¬ 
tional device. 

(a) An investigator shall only permit 
an investigational device to be used for 
administration to. or use involving, sub¬ 
jects who are under his personal super¬ 
vision or under the supervision of another 
investigator who is responsible to him 
and who is named by the investigator in 
his signed statement undertaking the ob¬ 
ligations of an investigator or sponsor- 
investigator. An investigator shall not 
supply the investigational device to any 
other person for administration to, or 
use involving, subjects or for any other 
purpose, without the prior authorization 
of the sponsor. 

(b) An investigator shall return to the 
sponsor any unused supply of the investi¬ 
gational device, or otherwise dispose of 
the device as directed by the Sponsor, 
upon request of the sponsor, e.g.. upon 
completion or discontinuance of, or with¬ 
drawal of the exemption for, the investi¬ 
gational study. 

(c) An Investigator shall maintain 
adequate and accurate records showing 
the receipt and disposition of all supplies 
of all investigational devices shipped to 
him by the sponsor, including the dates, 
the quantity and the serial, batch, lot or 
other Identification number of the units 
received, each unit administered or used, 
including identification by name of the 
person who administered or used the de¬ 
vice and the identification by code of the 
subject who received it or unon whom it 
was used, and each unit otherwise dis¬ 
posed of (including identification of the 
person who disposed of it. the person, if 
any, who received it, and the purpose or 
reason for its disposal, e.g., contamina¬ 
tion or return to the sponsor). The rec¬ 
ords required in this paragraph are 
separate from, and in addition to. the 
records required for individual subjects 
in § 812.111. 

§812.111 Records regarding subjects. 

An Investigator shall maintain an ade¬ 
quate and accurate case report on each 
subject, which shall include the 
following; 

(a) All relevant observations, infor¬ 
mation, and data on the condition of 
the subject at the time the subject enters 
into the study, including information re¬ 
garding any relevant previous medical 
history and the results of all diagnostic 
tests performed to determine that the 
subject is appropriate for entry into the 
study. 

(b) Any documentation regarding the 
consent of the human subject required 
under Subpart F of this part. 

(c) A record of the exposure of the 
subject to the investigational device and 
to any concomitantly or concurrently 
administered therapy, including the date 
(and time, if relevant) of each adminis¬ 
tration, or use, of the device and any 


other therapy and the quantity or dose 
administered, if relevant. 

<d) All relevant observations and data 
on the condition of the subject through¬ 
out the duration of his participation in 
the study, including the results of all 
laboratory tests performed and the ap¬ 
pearance of factors which might alter 
the effects of the investigational device, 
e.g., development of a clearly unrelated 
illness. 

§ 812.112 Reports to sponsor. 

(a) An investigator shall make accu¬ 
rate and adequate reports to the sponsor 
on the progress of the investigational 
study at appropriate intervals not exceed¬ 
ing 1 year. 

(b) An investigator shall make an 
accurate and adequate final report to the 
sponsor within 3 months after the com¬ 
pletion or discontinuance of, or with¬ 
drawal of the exemption for, the investi¬ 
gational study or of his portion of the 
study, whichever occurs first. This report 
shall include all reports not provided 
the sponsor in reports submitted pursu¬ 
ant to paragraphs (a) or (c) of th; 
section. 

(c) An investigator shall report to the 
sponsor any adverse effect that may rea¬ 
sonably be regarded as caused, or prob¬ 
ably caused, by the investigational device 
and that was not previously anticipated 
(in nature, severity, or degree of inci¬ 
dence) in written information regarding 
the device submitted to the investigator 
by the sponsor. An investigator also shall 
report to the sponsor any known deaths 
of subjects and any life-threatening 
medical problems occurring in the study. 
Such reports shall be accurate and ade¬ 
quate in content and shall be made as 
soon as possible, but in no event later 
than 5 working days, after the investi¬ 
gator discovers the adverse effect, death, 
or medical problem. 

(d) An investigator shall retain a copy 
of each report he submits to the sponsor 
under tills section. 

§ 812.114 Retention of records. 

(a) An investigator shall maintain the 
records required in this subpart and 
Subpart F for whichever of the following 
periods applies: 

(1) A period of 2 years following the 
date on which the Food and Drug Ad¬ 
ministration approves the marketing of 
the device for the purposes which were 
the subject of the study; 

(2) A period of 5 years following the 
date on which the results of the study 
are submitted to the Food and Drug Ad¬ 
ministration in support of the marketing 
of the device for the purposes which were 
the subject of the study; or 

(3) In other situations, e g., where the 
investigational study does not result in 
the submission of the results of the study 
in support of the marketing of the de¬ 
vice, a period of 2 years following the 
date on which the entire investigational 
study (not merely an investigator’s por¬ 
tion of a study) is completed or discon¬ 
tinued or the exemption is withdrawn, 
under § 812.35. 

(b) In the event the investigator re¬ 
tires, relocates, or for any other reason 
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chooses to withdraw from the respon¬ 
sibility for maintaining records for the 
period of time required by paragraph (a) 
of tills section, he may transfer custody 
to any other person who will accept re¬ 
sponsibility for the records, e.g ^ the 
•ponsor, the institution, the committee, 
or another investigator. Notice of such 
ansfer shall be given in writing to the 
. ponsor and the committee. 

§812.115 Inspection of facilities, rec¬ 
ords, and reports and requests for 
records and reports. 

(a) An investigator shall permit an 
authorized employee of the Food and 
Drug Administration or of the sponsor, 
or a representative of the committee, at 
reasonable times and in a reasonable 
manner, to inspect the facilities used by 
the investigator for the study, and to in¬ 
spect and copy (after deletion of the 
name and other information which might 
identify the human subject) records and 
rewrts made by the investigator during 
tha study. 

i b) An investigator shall permit an 
authorized employee of the Food and 
Drug Administration to copy records 
which identify the names of human sub¬ 
jects, upon notice that the Food and 
Drug Administration has reason to be¬ 
lieve that the consent of human subjects 
v not obtained, that the reports sub- 
m ; ted by the investigator to the sponsor, 
or to the institutional review eommitee, 
do not represent actual cases or actual 
results obtained, or that such reports or 
other required records appear to be 
otherwise false or misleading. 

§812.119 Disqualification of investiga¬ 
tors. 

(a) The Director of the Bureau may 
disqualify an investigator from receiving 
any investigational device if he makes 
any of the following findings: 

( i) The investigator allowed human 
subjects to participate in the investiga¬ 
tion:.! study and/or requested their con¬ 
sent to so participate before an investi¬ 
gational device exemption was obtained 
from the Food and Drug Administration, 
a$ required in § 812.101, or the investiga¬ 
te nal study had been reviewed and ap¬ 
proved by any institutional review com- 
wttee, as required in § 812.103(a). 

fr>N The investigator implemented a 
change in, or deviation from, the investi¬ 
gational plan, which adversely affected 
the validity of the investigational study 
and/or the rights or safety of the human 
sublets, without complying with 
3 812,10.5. 

( 3> The investigator violated the 
j'lghus of human subjects in obtaining 
their consent to participate in the in- 
when such con- 
Subpart F in any 

—- —.vowgftwwf failed to obtain 
* e . wri tten consent of the human sub- 
Z: subject’s representative as re- 

^ ’ ri 1 in { 812.120 or, where such writ- 
n ron sent is not required under 
>■ 812.123, the Investigator failed to com- 
p -y with the requirements of s 812.123. 

The investigator failed to pro- 
1Ue * formation regarding the investi¬ 


national stud 
sent is required un 
°f the following wa 
(J) Thp invocfln 


gational study as required in § 812.130 
(a). 

(iii) The investigator used a form to 
document consent which contained ex¬ 
culpatory langauge prohibited by 
§ 812.130(b). 

(iv) The investigator used a form to 
document consent which was not ap¬ 
proved by the institutional review com¬ 
mittee, as required in § 812.130(c). 

(4) The investigator permitted the in¬ 
vestigational device to be administered 
to, or used involving, subjects who were 
not under his personal supervision or 
under the supervision of another inves¬ 
tigator who was responsible to him and 
who was named by the investigator in 
his signed statement undertaking the 
obligations of an investigator, as pro¬ 
hibited in § 812.107(a). 

(5) The investigator supplied the In¬ 
vestigational device to a person other 
than a subject or another investigator 
responsible to him, for admininstration 
to, or use involving, subjects or for any 
other purpose without the prior authori¬ 
zation of the sponsor, as prohibited in 
§ 812.107(a>. 

<6> The investigator failed to return 
to the sponsor or dispose of the unused 
supply of the investigational device as 
requested to do so by the sponsor, as re¬ 
quired in $ 812.107(b>. 

(7) The investigator failed either de¬ 
liberately or through negligence to 
maintain adequately or accurately, or to 
retain, any of the following records with 
the result that the validity of the in¬ 
vestigational study and/or the rights or 
safety of the human subjects w r ere af¬ 
fected adversely to a significant extent, 
or that the study could not be audited 
adequately: 

(i) Records showing the receipt and 
disposition of all supplies of the investi¬ 
gational device, as required in §812.107 
(c); v 

(ii) Records of all submissions to. and 
all actions by, the Institutional review 
committee, as required in § 812.103(f); 
or 

(iii) Records regarding subjects, in¬ 
cluding case reports, as required in 
§812.111. 

(8) The investigator failed either de¬ 
liberately or through negligence to make 
any of the following reports to the 
sponsor or the Committee within the 
time limit allowed: 

(1) An accurate and adequate re¬ 
sponse to a request for information from 
the institutional review committee, as 
required in § 812.103(e) ; 

(ii> An accurate and adequate report 
on the progress of the investigational 
study within 1 year of the last previous 
report, as required in § 812.112(a); 

(iii) An accurate and adequate final 
report within 3 months after the comple¬ 
tion or discontinuance of. or withdrawal 
of an exemption for. the investigational 
study, as required in $$ 812.103(d) and 
812.112(b); 

(iy) An accurate and adequate re¬ 
port of an adverse effect that was rea¬ 
sonably regarded as caused, or probably 
caused, by the investigational device and 
was not previously anticipated (In na¬ 


ture, severity, or degree of incidence) in 
the written information regarding the 
device submitted to the investigator, as 
required in §§ 812.103(c) and 812.112(c); 

(v) An accurate and adequate report 
of any known death of a subject or of 
any life-threatening medical problem 
occurring in the study, as required in 
§§ 812.103(c) and 812.112(c); 

(9) The investigator refused to permit 
an inspection of facilities used In the 
investigational study or an inspection 
and copying of records and reports made 
during the study, by an authorized repre¬ 
sentative of the Food and Drug Adminis¬ 
tration, the sponsor or the committee, as 
required in § 812.115(a). 

< 10) The investigator refused to permit 
the copying of records identifying the 
names of human subjects by an author¬ 
ized employee of the Food and Drug Ad¬ 
ministration, as required in § 812.115(b). 

(11) The investigator falsified any 
record or report, or deliberately withheld 
any report, required in this subpart. 

(b> Whenever the officer in the Bureau, 
other than the Bureau Director, who has 
responsibility for monitoring the conduct 
of investigational studies has information 
indicating that grounds exist under para¬ 
graph (a) of this section, which in his 
opinion justify disqualification of an in¬ 
vestigator. he shall issue to the investi¬ 
gator a written notice proposing that the 
investigator be disqualified by the Direc¬ 
tor of the Bureau from receiving investi¬ 
gational devices. 

(c) A hearing on the disqualification 
of an investigator shall be conducted in 
accordance with the requirements for a 
regulatory hearing set forth in Subpart 
F of Pail; 2 of this (Chapter. 

(d) If, after the regulatory hearing or 
after the time for requesting a hearing 
expires without a request being made, 
the Director of the Bureau determines, 
after evaluating the administrative 
record of the disqualification proceeding, 
that the investigator is responsible for 
any of the acts or omissions specified in 
the notice issued pursuant to paragraph 
(b) of this section and has failed to fur¬ 
nish an adequate explanation for such 
acts or omissions, he shall issue a final 
order disqualifying the investigator from 
receiving any investigational device. 
Such order shall include a statement of 
the basis for that determination. Upon 
issuing a final order disqualifying the in¬ 
vestigator from receiving investigational 
devices, the Director of the Bureau shall 
notify (with a copy of the order) the in¬ 
vestigator and the sponsor(s) of. and the 
committees responsible for review and 
monitoring of. each investigational study 
in which the disqualified investigator is 
participating. If, after a regulatory hear¬ 
ing or after the time for requesting a 
hearing expires without a request being 
made, the Director of the Bureau deter¬ 
mines, after evaluating the administra¬ 
tive record of the disqualification pro¬ 
ceeding, that the investigator is not re¬ 
sponsible for any of the acts or omis¬ 
sions specified in the notice issued pur¬ 
suant to paragraph (b) of this section, 
or is so responsible but has furnished 
an adequate explanation for such acts 
or omissions, he shall issue a final order 
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terminating the disqualification pro¬ 
ceeding. Such order shall include a state¬ 
ment of the basis for that determination. 
Upon issuing a final order terminating 
the proceeding, the Director of the Bu¬ 
reau shall notify (with a copy of the 
order) the investigator and the officer 
in the Bureau who proposed disqualifica¬ 
tion. In addition, if the officer had noti¬ 
fied the sponsor of any investigational 
study in which the investigator was par¬ 
ticipating of the proposed disqualifica¬ 
tion (as provided in paragraph (g) (2) of 
this section), the Director of the Bureau 
also shall notify (with a copy of the 
order) that sponsor of the termination of 
the disqualification proceeding. 

(e) (1) Upon issuance of a final order 
disqualifying an investigator under par¬ 
agraph (d) of this section, the Director 
of the Bureau may notify any other per¬ 
son known by the Director to have pro¬ 
fessional relations with the investigator, 
e.g., other Federal Government depart¬ 
ments or agencies that support research 
possibly involving the investigator, State 
and local medical licensing boards and 
societies where the investigator practices 
or 1s licensed, and administrators and 
institutional or peer review committees 
in universities, hospitals, and other in¬ 
stitutions in which the investigator 
teaches or practices, that the investiga¬ 
tor has been disqualified from receiving 
investigational devices regulated by the 
Food and Drug Administration. Such no¬ 
tice may be given in the discretion of the 
Director of the Bureau whenever he be¬ 
lieves that such disclosure would further 
the public interest or would promote 
compliance with the law. Such notice, if 
given, shall include a copy of the final 
order issued under paragraph (d) of this 
section and shall state that the disquali¬ 
fication constitutes a determination by 
the Food and Dru£ Administration that 
the investigator is not eligible to receive 
investigational devices, that notice of 
this ineligibility Is given because of the 
professional relations between the inves¬ 
tigator and the person notified, and that 
the Food and Drug Administration 1s not 
advising or recommending that any ac¬ 
tion be taken by the person notified. 

(2) Once an investigator has been 
disqualified, each exemption for investi¬ 
gational use of a medical device, applica¬ 
tion for premarket approval of a medi¬ 
cal device, or product development 
protocol for a medical device, whether 
approved or not, containing or relying 
upon data reported by the investigator, 
may be examined to determine whether 
the data were essential to the decLsion to 
approve the application or protocol or 
authorize the exemption. If. it is deter¬ 
mined that the data were essential, the 
Food and Drug Administration shall also 
determine whether the data are reliable; 
this may include requiring the person 
relying upon the data to submit validat¬ 
ing information. If the data are deter¬ 
mined to be unreliable, such data will be 
eliminated from consideration in support 
of the application, protocol, or exemp¬ 
tion, and such elimination may serve as 
new information justifying the with¬ 


drawal of approval of the exemption, ap¬ 
plication or protocol. 

(3) A determination that an investi¬ 
gator has been disqualified and the ad¬ 
ministrative record regarding such de¬ 
termination are disclosable to the public 
under Part 4 of this chapter. 

(f) An investigator who has been dis¬ 
qualified may be reinstated as eligible to 
receive investigational devices in con¬ 
junction with a specific investigational 
study if the Director of the Bureau de¬ 
termines that participation of the in¬ 
vestigator is important to the study and 
that the investigator can adequately as¬ 
sure that he w f ill conduct such study in 
compliance with the obligations of in¬ 
vestigators set forth in this subpart. A 
disqualified investigator who wishes to 
be so reinstated shall present in writing 
to the Director of the Bureau reasons 
why he believes he should be reinstated 
and the corrective actions he has taken 
or intends to take to assure that the act? 
or omissions which led to his disqualifi¬ 
cation w ill not recur. The Director of the 
Bureau shall consult with other Bureaus 
of the Food and Drug Administration 
which regulate research before deciding 
whether to reinstate the Investigator. No 
disqualified investigator shall be re¬ 
instated outside of the context of a spe¬ 
cific investigational study. If an investi¬ 
gator is reinstated, the Director of the 
Bureau shall so notify the investigator, 
and all persons who were notified (under 
paragraphs (d) and (e)(1) of this sec¬ 
tion) of the investigator’s previous dis¬ 
qualification. A determination that an 
investigator has been reinstated is dis¬ 
closable to the public under Part 4 of 
tills chapter. * 

(g) (1) Disqualification of an investi¬ 
gator under this section is independent 
of, and neither in lieu of nor a precondi¬ 
tion to, other proceedings or actions au¬ 
thorized by the act. The Food and Drug 
Administration may, at any time, insti¬ 
tute against an investigator any appro¬ 
priate judicial proceeding, civil or 
criminal, and any other appropriate reg¬ 
ulatory action, in addition to or in lieu 
of, and prior to, simultaneously with, or 
subsequent to, disqualification. The Food 
and Drug Administration may also refer 
the matter to another Federal, state, or 
local law enforcement or regulatory 
agency for such action as that agency 
deems appropriate. 

(2) When the officer of the Bureau, 
other than the Bureau Director, who has 
direct responsibility for monitoring the 
conduct of investigational studies has 
reason to believe that an investigator 
may be subject to disqualification, he 
may, in his discretion, so notify the 
sponsor of any study in which that in¬ 
vestigator is participating, simultane¬ 
ously with, or after, proposing disqualifi¬ 
cation of the investigator under this 
section, unless there are overriding safety 
considerations which warrant earlier 
notification of the sponsor. 

(h) The sponsor of a study may at 
any time remove an investigator from 
further participation in any investiga¬ 
tion he is conducting for the sponsor, 
whether or not the Food and Drug Ad¬ 


ministration has commenced any action 
to disqualify the investigator. The spon¬ 
sor need not utilize either the grounds 
or the procedures for disqualification set 
forth in this section. If a sponsor re¬ 
moves an investigator from an investiga¬ 
tional study, he shall notify the Food 
and Drug Administration in writing of 
the reasons for such removal as soon as 
possible, but in no event later than 5 
working days after such removal. 

Subpart F—Informed Consent of Human 
Subjects 

§ 812.120 General requirements of in¬ 
formed consent. 

(a) Except as provided in § 812.123, 
an investigator shall (1) inform each 
human subject, or the subject’s legal rep¬ 
resentative where the subject lacks legal 
capacity, that the investigational device 
is being used for research purposes. (2) 
provide each human subject, or his legal 
representative, an adequate explanation 
of pertinent information concerning the 
investigational device including the in¬ 
formation required in § 812.130, and (3) 
shall obtain and document legally effec¬ 
tive informed consent of such subject, 
or his legal representative. 

'(b) Informed consent shall be ob¬ 
tained while the subject, or his legal 
representative, is so situated as to be able 
to exercise free power of choice without 
undue inducement or the intervention of 
any element of force, fraud, deceit, 
duress or other forms of constraint or 
coercion. 

(c) Informed consent shall be evi¬ 
denced by a written agreement, signed 
by the subject, or his legal representa¬ 
tive, which meets the requirements of 
§ 812.130. 

§ 812.123 Exception from requirement. 

(a) The requirements of § 812.120 shall 
not apply when: 

(1) The investigator determines in 
writing (i) that there exists a life-threat¬ 
ening situation involving the subject 
which necessitates the use of the inves¬ 
tigational device, (ii) that it is not fea¬ 
sible to obtain informed consent from 
the subject, and (iii) that there is not 
sufficient time to obtain such consent 
from the subject’s legal representative: 
and 

(2) Such determination is concurred 
in by a licensed physician not involved 
in the testing of the device, unless the 
investigator determines (and documents 
this determination) that immediate 

of the device is necessary to save the 
life of the subject and there is not suf¬ 
ficient time to obtain such concurrence 
and that there is available no alternative 
method of therapy that is approved or 
generally recognized which may save the 
life of the subject. 

(b) If the investigator does not obtain 
informed consent and uses the investiga¬ 
tional device in accordance with the re¬ 
quirements of paragraph (a) of this sec¬ 
tion. he shall report as soon as possible, 
but in no event later than 5 working da.vi> 
after using the device, the determina¬ 
tions required by paragraph (a)(1) 

(2) of this section to the sponsor, tor 
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submission by the sponsor to the Food 
and Drug Administration in accordance 
with § 812.55, and to the committee. 

§ 812.130 Elements of informed con¬ 
sent in agreement. 

(a) The investigator shall assure that 
the subject, or his legal representative, 
signs an agreement that includes a com¬ 
plete explanation of pertinent informa¬ 
tion concerning the investigational de¬ 
vice adequate to enable him to make a 
decision on his willingness to participate, 
or permit the subject to participate, in 
the investigation and which includes: 

(1) A full and fair explanation of pro¬ 
cedures to be followed, including an 
identification of any which are experi¬ 
mental. 

(2) A full explanation of the nature, 
expected duration and purpose of the 
administration of the investigational de¬ 
vice. 

(3) A description of any attendant 
discomforts and risks reasonably to be 

expected. 

(4) An explanation of likely results 
should the procedure fail. 

(5) A description of any benefits rea¬ 
sonably to be expected. 

(6) A disclosure of any appropriate al¬ 
ternative procedures that might be ad¬ 
vantageous for the subject. 

(7) - A description of the scope of the 
investigation, including number of pa¬ 
tients involved in the investigational 
study. 

(8) An offer to answer any inquiries 
concerning the Investigational study. 

(9) An instruction that the subject, or 
hi3 legal representative, is free to decline 
entrance into the investigational study 
or to withdraw his consent and to dis¬ 
continue participation in the study at 
any time without prejudice to the sub¬ 
ject. 

(10) A statement that the investiga¬ 
tional device is being used for research 

purposes. 

(b) The agreement entered into by 
such person or his legal representative 
shall Include no exculpatory language 
through which the subject is made to 


waive, or to appear to waive, any of his 
legal rights or to release the institution 
or its agents, or the sponsor, or the in¬ 
vestigator from liability for negligence. 

(c) An investigator shall provide to the 
sponsor and to the institutional review 
committee a sample copy of any written 
materials given or read to the subject, or 
his legal representative, regarding the 
information required to be given by par¬ 
agraph (a) of this section and a sample 
copy of any form used to document the 
consent of such subject, or his legal rep¬ 
resentative, which form shall have been 
approved by the committee. 

Subpart G—[Reserved] 

Subpart H—Investigational Studies That 
Do Not Involve Human Subjects 

§ 812.160 Conditions of exemption. 

(a) Where an investigational device is 
intended for use in humans, a shipment 
of the device that is intended solely for 
tests in animals used only for laboratory 
research purposes, or for in vitro or me¬ 
chanical tests or similar tests that do not 
involve use of human subjects, shall be 
exempt from any of the otherwise appli¬ 
cable provisions of the act listed in 
§812.1(0 if: 

(1) The labeling of the device complies 
with the requirements of § 812.5 (a) and 
(b) and bears the following additional 
statement: 

Caution—Device (or Diagnostic product) 
for investigational use only in laboratory ani¬ 
mals or other tests that do not Involve hu¬ 
man subjects. 

(2) The person who ships the device 
under this subpart uses due diligence to 
assure that the consignee is regularly 
engaged in conducting tests in animals 
used only for labortory research, or for 
in vitro or other mechanical tests or sim¬ 
ilar tests that do not involve use of hu¬ 
man subjects and that the shipment of 
the investigational device will actually be 
used only in such tests. 

(3) The person who ships the device 
under this subpart maintains adequate 
records showing the name and address 
of the consignee to whom the device is 


shipped, date, quantity, and batch or 
code mark of each shipment for a period 
of 2 years after such shipment and, upon 
the request of a properly authorized em¬ 
ployee of the Department at reasonable 
times, makes such records available for 
inspection and copying or submits such 
records to the Food and Drug Adminis¬ 
tration. 

(b) This subpart does not apply to any 
use of an investigational device that in¬ 
volves use of human subjects. 

§ 812.170 Termination of exemption. 

(a) The Commissioner shall terminate 
an exemption under this subpart if he 
makes either of the following findings: 

(1) The person shipping an investiga¬ 
tional device under this subpart has 
failed to comply with any of the condi¬ 
tions for the exemption under this sub¬ 
part. 

(2) Any of the grounds for withdrawal 
of an investigational device exemption 
under § 812.35 apply. 

(b) The Commissioner shall notify the 
sponsor of the termination of an exemp¬ 
tion under this subpart with a full state¬ 
ment of the reasons for such termination 
and shall afford an opportunity for a 
regulatory hearing under Subpart F of 
Part 2 of this chapter. The person whose 
exemption is terminated shall recall or 
otherwise assure the destruction of any 
unused devices. 

Interested persons may. on or before 
October 19, 1976. submit to the Hearing 
Clerk, Food and Drug Administration, 
Rm. 4-65, 5600 Fishers Lane, Rockville, 
MD 20852, written comments (preferably 
in quintuplicate and identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this docu¬ 
ment) regarding this proposal. Received 
comments may be seen in the above office 
during working hours, Monday through 
Friday. 

Dated: August 17 r 1976. 

Sherwin Gardner, 

Acting Commissioner 
of Food and Drugs. 

[FR Doc.76-24454 Filed 8-17-76;2:48 pm] 
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NOTICES 


DEPARTMENT OF LABOR 

Employment Standards Administration 

MINIMUM WAGES FOR FEDERAL AND 

FEDERALLY ASSISTED CONSTRUCTION 

General Wage Determination Decisions 

General Wage Determination Deci¬ 
sions of the Secretary of Labor specify, in 
accordance with applicable law and on 
the basis of information available to the 
Department of Labor from its study of 
local wage conditions and from other 
sources, the basic hourly wage rates and 
fringe benefit payments which are de¬ 
termined to be prevailing for the de¬ 
scribed classes of laborers and mechanics 
employed in construction activity of the 
character and in the localities specified 
therein. 

The determinations in these decisions 
of such prevailing rates and fringe bene¬ 
fits have been made by authority of the 
Secertary of Labor pursuant to the provi¬ 
sions of the Davis-Bacon Act of March 
3, 1931, as amended (46 Stat. 1494, as 
amended, 40 U.S.C. 276a) and of other 
Federal statutes referred to in 29 CFR 1.1 
(including the statutes listed at 36 FR 
306 following Secretary of Labor’s Order 
No. 24—70) containing provisions for the 
payment of wages which are dependent 
upon determination by the Secretary 
of Labor under the Davis-Bacon Act; and 
pursuant to the provisions of Part 1 of 
Subtitle A of Title 29 of Code of Fed¬ 
eral Regulations, Procedure for Prede¬ 
termination of Wage Rates. (37 FR 
21138) and of Secretary of Labor’s Or¬ 
ders, 12-71 and 15-71 (36 FR 8755, 8756). 
The prevailing rates and fringe benefits 
determined in these decisions shall, in ac¬ 
cordance with the provisions of the fore¬ 
going statutes, constitute the minimum 
wages payable on Federal and federally 
assisted construction projects to laborers 
and mechanics of the specified classes en¬ 
gaged on contract work of the character 
and in the localities described therein. 

Good cause is hereby found for not 
utilizing notice and public procedure 
thereon prior to the issuance of these de¬ 
terminations as prescribed in 5 U.S.C. 
553 and not providing for delay in effec¬ 
tive date as prescribed in that section, 
because the necessity to issue construc¬ 
tion industry wage determination fre¬ 
quently and in large volume causes pro¬ 
cedures to be impractical and contrary 
to the public interest. 

General Wage Determination Deci¬ 
sions are effective from their date of pub¬ 
lication in the Federal Register without 
limitation as to time and are to be used 
in accordance with the provisions of 29 
CFR Parts 1 and 5. Accordingly, the ap¬ 
plicable decision together with any modi¬ 
fications issued subsequent to its publica¬ 
tion date shall be made a part of every 
contract for performance of the de¬ 
scribed work within the geographic area 
indicated as required by an applicable 
Federal prevailing wage law and 29 CFR, 
Part 5. The wage rates contained therein 
shall be the minimum paid under such 
contract by contractors and subcontrac¬ 
tors on the work. 


Modifications and Supersedeas Deci¬ 
sions to General Wage Determination 

Decisions 

Modifications and Supersedeas Deci¬ 
sions to General Wage Determination 
Decisions are based upon information ob¬ 
tained concerning changes in prevailing 
hourly wage rates and fringe benefit pay¬ 
ments since the decisions were issued. 

The determinations of prevailing rates 
and fringe benefits made in the Modifica¬ 
tions and Supersedeas Decisions have 
been made by authority of the Secretary 
of Labor pursuant to the provisions of the 
Davis-Bacon Act of March 3, 1931, as 
amended (46 Stat. 1494, as amended, 40 
U.S.C. 276a) and of other Federal stat¬ 
utes referred to in 29 CFR 1.1 (including 
the statutes listed at 36 FR 306 follow¬ 
ing Secretary of Labor’s Order No. 24- 
70) containing provisions for the pay¬ 
ment of wages which are dependent upon 
determination by the Secretary of Labor 
under the Davis-Bacon Act; and pur¬ 
suant to the provisions of Part 1 of Sub¬ 
title A of Title 29 of Code of Federal 
Regulations, Procedure for Predetermi¬ 
nation of Wage Rates, (37 FR 21138) and 
of Secretary of Labor’s Orders 13-71 and 
15-71 (36 FR 8755. 8756). The prevailing 
rates and fringe benefits determined in 
foregoing General Wage Determination 
Decisions, as hereby modified, and/or 
superseded shall, in accordance with the 
provisions of the foregoing statutes, con¬ 
stitute the minimum wages payable on 
Federal and federally assisted construc¬ 
tion projects to laborers and mechanics 
of the specified classes engaged in con¬ 
tract work of the character and in the 
localities described therein. 

Modifications and Supersedeas Deci¬ 
sions are effective from their date of pub¬ 
lication in the Federal Register without 
limitation as to time and are to be used 
in accordance with the provisions of 29 
CFR Parts 1 and 5. 

Any person, organization, or govern¬ 
mental agency having an interest in the 
wages determined as prevailing is en¬ 
couraged to submit wage rate informa¬ 
tion for consideration by the Depart¬ 
ment. Further information and self-ex¬ 
planatory forms for the purpose of sub¬ 
mitting this data may be obtained by 
writing to the U.S. Department of Labor. 
Employment Standards Administration, 
Office of Special Wage Standards, Divi¬ 
sion of Wage Determinations, Washing¬ 
ton, D.C. 20210. The cause for not utiliz¬ 
ing the rule-making procedures pre¬ 
scribed in 5 U.S.C. 553 has been set forth 
in the original General Wage Determi¬ 
nation Decision. 

New General Wage Determination 
Decisions 

North Carolina: 

NC76-1085. 

Modifications to General Wage 
Determination Decisions 

The numbers of the decisions being 
modified and their dates of publication 
In the Federal Register are listed with 
each State. 


Delaware: 

DE7o—3212 .. July 30,1976. 

Florida: 

FL76-1048 . Apr. 16, 1976. 

Idaho: 

ID76—5066 . July 23, 1976. 

Indiana: 

IN76-2082; IN76-2083; July 2, 1976. 

IN76-2084. 

Kentucky: 

KY76-1038 . Mar. 12, 1976. 

KY76-1077 . July 23. 1976. 

Nevada: 

NV76-5065 . July 2, 1976. 

NV7G-5069 . July 30, 1976. 

NV76-5074 . Aug. 8. 1976. 

New Mexico: 

NM76 -4142 . Aug. 6. 1970. 

New York: 

NY76—3203 ... July 23, 1976, 

Oklahoma: 

OK76-4016: OK76-4017; Feb. 6, 1976. 


OK7G—4020. 

OK70-1135; OK76-4136; July 30, 1976. 

OK7C-4137; OK76-4138. 

South Dakota: 


SD76-5055 ... June 11. 1976. 

Texas: 

TX76-4033 .. Feb. 13, 1976. 

TX76—4085; TX7G-4086; May 21, 1976. 

TX76—4090. 

TX78-4125; TX76-4128™ July 23, 1976 

Utah: 

UT76-5052 . Juno 25, 197G. 


Supersedeas Decisions to General Wage 
Determination Decisions 


The numbers of the decisions being 
superseded and their dates of publication 
in the Federal Register are listed with 
each State. 

Supersedeas Decision numbers are in 
parentheses following the numbers of the 
decision being superseded. 


Arizona: 

AZ76-5007 (AZ76-5075); Jan. 23. 1976. 

AZ76-5008 (AZ76-5076); 

AZ76-5009 (AZ76-5077). 

Louisiana: 

LA76-4131 (LA76-4143) — July 23, 1976. 


Massach use t ts: 

MA75—2123 (MA76-2101) 
MA75—2125 (MA76-2103) 
MA75-2030 (MA76-2105)— 
Michigan: 

AM-400 (MI7G-2107). 

Mississippi: 

MS75—1106 (MS76-1084) 
Nevada: 

NV76—5073 (NV76-5080)__ 

New York: 

NY76—3189 (NY76-3239); 

NY76-3190 (NY76-3241); 
NY76-3191 (NY76-3237); 
NY76-3192 (NY76-3229); 
NY76—3193 (NY7G-3230); 
NY76-3194 (NY76-3242); 
NY76-3195 (NY76-3240); 
NY76-3190 (NY76-3224); 
NY76-3199 (NY70-3235); 
NY76-3201 (NY76-3231), 
NY76-3198 (NY76-3232); 

NY76-3202 (NY76-3234); 
NY76—3209 (NY76-3243). 
Washington: 

WA76-5056 (WA76-5079) 


Nov. 7. 1975. 
Nov. 14. 1975. 
Nov. 21, 1970. 

Aug. 18,1971. 

Oct. 31,1975. 

Aug. 6. 1976. 

June 25. 1976. 


July 2,1970. 


June 25, 1976. 


Signed at Washington, D.C., this 13th 

day of August 1976. 


Ray J. Dolan, 
Assistant Administrator , 
Wage and Hour Division . 
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Group 1 : All Helpers Not Herein Separately Classified; Cesspool 
diggers and installers; Chat box man; Checker, tool dispatcher; 
Concrete dump manbelt, pipe and/or hoseman; Dumpman and/or spotter; 
Fence builder, guard rai,l builder highway; Form strippers; Labor, 
general or construction^ Landscape gardener and nurseryman; Packing 
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STATE; Arizona COUNTY; Pima 

DECISION NUMBER AZ76-5077 DATE; Date of Publication 

Supersedes Decision No. AZ76-5009 dated January 23, 1976, in 41 FR 3583 
DESCRIPTION OF WORK; Residential Construction consisting of single family homes 
and garden type apartments up to and including 4 stories. 
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FOOTNOTE: a. 10 paid holidays: A through F; Washington's Birthday; 

Patriots' Day; Columbus Day; & Veterans' Day 
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STATE: Mississippi COUNTY: Hinds 

DECISION NUMBER: MS76 -10814 DATE: Date of Publication 

Supersedes Decision No.: MS75-1106 dated October 31* 1975 in UO FR-5091i| 
DESCRIPTION OF WORK: Building Construction (excluding single family homes 
and garden type apartments up to and including I 4 stories.) 
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4-P &D -2.-3 powf.r Eoum^NT operators: heavy AN!) highway construction cont'd . 
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STATE: NEW YORK COUNTY: ONONDAGA 

DECISION NO.: NY76-3230 DATE: DATE OF PUBLICATION 

Supersedes Decision No. NY76-3193 dated June 25, 1976 in 41 FR 26478 Page 

DESCRIPTION OF WORK: Building Construction, (excluding single family homes 
and garden type apartments up to and including 4 stories), heavy and highway 
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POWER EQUIPMENT OPERATORS (Cont'd) 
Building Construction 
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operator; Tunnel shovel; Vibro or sonic hammer controls (when 
mounted in proximity to the rig operator) 


























POWER EQUIPMENT OPFRATORS: HFAVT AND HTGI WAY CONSTRUCTION COMT’D . 

NY76-3220 // O/^/ 0 ^ ~> ' Group 111 - A- irarfic truck, compressors (A not to exceed 2000 C.F.N. combined 

Decision o. - — -- ^___ ^f-~rCZ- (s ~~ o< o _ capacity or 3 or less with more than 1200 C.F.M. but not to exceed 2000 
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Off-highway tandem back-dump, twin engine equipment and double-hitched 
equipment where not self loaded. 
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c. Holidays: A through F; Washington's Birthday, Good Friday, Christmas EXCAVATION, HEAVY CONSTRUCTION * Basic Frin S . B.n.fit. Po y «,„„ 

Eve, providing employee has worked 45 full days during the 120 AND ROAD CONSTRUCTION (Open Cut) Hourly _____ 
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widener, roller (ail above subgradc), tractor with dozer and/or pusher, 
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TRUCK DRIVERS (Area 1) TRUCK DRIVER S (Areal) (Cont'd) 

All Counties and portions of Counties East of the 120th Meridian (except All Counties and portions of Counties East of the 120th Meridian (except 

those portions of Kittitas, Klickitat and Yakima Counties) those portions of Kittitas, Klickitat and Yakima Counties) 
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Advance Orders are now being Accepted 
for delivery in about 6 weeks 


CODE OF FEDERAL REGULATIONS 

(Revised as of July 1, 1976) 


Volume 

Stock Number 

Price 

Title 41—Public Contracts 
and Property Manage¬ 
ment (Chapter 7) 

022-003-93258-5 

$1.85 

Title 32—National 

Defense 

(Part 1400-1599) 

022-003-93240-2 

3. 65 

Title 32—National 

Defense 

(Part 1600-end) 

022-003-93241-1 

1.95 

Title 32—National 

Defense 
(Part 400-589) 

022-003-93235-6 

5. 20 



Total Order 


[A Cumulative checklist of CFR issuances for 1976 appears in the first issue 
of the Federal Register each month under Title 1 ] 


PLEASE DO NOT DETACH 


MAIL ORDER FORM To: 

Superintendent of Documents, Government Printing Office, Washington, D.C. 20402 

Enclosed find $ .—- (check, money order, or Supt. of Documents coupons) or charge to my 

Deposit Account No . Please send me . copies of; 


Name 


PLEASE FILL IN MAILING LABEL 

BELOW Street address 


FOR USE OF SUPT. DOCS. 

-Enclosed. .- 

To be mailed 

-later _ 

- Subscription --— 

Refund _ 

Coupon refund- 

Postage - 

Foreign Handling-. -- 


City end State — 


... ZIP Code 


FOR PROMPT SHIPMENT, PLEASE PRINT OR TYPE ADDRESS ON LABEL BELOW. INCLUDING YOUR ZIP CODE 


U.S. GOVERNMENT PRINTING OFFICE 
ASSISTANT PUBLIC PRINTER 
(SUPERINTENDENT OF DOCUMENTS) 
WASHINGTON, D.C. 20402 


OFFICIAL BUSINESS 

Name-- 

Street address 


POSTAGE AND FEES PAID 
U.S. GOVERNMENT PRINTING OFFICE 

375 

SPECIAL FOURTH-CLASS RATE 
BOOK 


ZIP Code 


City and State 














































